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"THE FEDERAL REGISTER-WHAT IT IS AND
HOW TO USE IT"

For workshops In Washington, D.C., see notice on inside front
cover.

GAS AND ELECTRIC UTILITIES
DOE publishes the list for 1979 Identifying each gas and
electric utility to which the Public Utility Regulatory Policies Act
of 1978 and the National Energy Conservation Polcy Act of
1978 apply .. ....... ................................59836

BUSINESS AND INDUSTRIAL LOAN
PROGRAMS
USDA/FmHA amends rules expanding eligibiTly criteria and
expediting clearances-. effective 12-22-78 _ 59827
HAZARDOUS MATERIALS
Labor/OSHA proposes to revise rules regarding emergency
exits, storage of certain gases, and fire protection equipment;
comments by 3-16-79 (Part V of this Issue) 60048

MICROWAVE OVENS
HEW/FDA announces guideline for petitions for exemption
from warning label requirements 59906
MOBILE HOMES
HUD/FHO proposes Increase in. loan maturity, comments by
1-22-79 59849
TAXES
Treasury/IRS proposes guidelines relating to the application of
effective date provisions of a new tax on generation-skipping
transfers;, comments by 2-20-79 59849

BICYCLES
CPSC revises safety standard rules (Part IV of this Issue) - 60034

HUD MINIMUM PROPERTY STANDARDS
HUD/FHC establishes a settling density for insulation in.wall
cavities; effective 1-22-79 59838
RECOMBINANT DNA RESEARCH
HEW/NIH publishes revised guidelines (2 documents) (Parts
VI and VII) ....-.------ 60048, 60080
HEW/FDA Issues notice of Intent to propose regulations
governing DNA work iperformed in connection with products
subject to FDA jurisdiction; comments by 2-20-79 (Part VIII of
this issue) 60134

NONCLINICAL LABORATORY STUDIES
HEW/FDA issues rules peraining to good laboratory prac-
tices;, effective 6-20-79 (Part II of this issue) 59986

CONTINUED INSIDEI



HOW TO USE THE FEDERAL REGISTER WORKSHOPS

Washington, D.C. Workshops

FOR: Any person who must use the Federal Register
and Code of Federal Regulations.

WHAT: Free Friday workshops presenting:'
1. The regulatory process, with a focus on

the Federal Register system and the pub-
lic's role in the' development of regula-
tions.

2. The relationship between Federal Regis-
ter and the Code of Federal Regulations.

3. The important elements of typical Federal
Register documents.

4. An introduction to the finding aids of the
FR/CFR system.-

WHY: To provide the public with access to informa-
tion necessary to research Federal agency reg-
ulations which directly affect them, as part of
the General Services Administration's efforts to
encourage public participation in Government
actions. There will be no discussion of specific
agency regulations.

WHEN: January 12, 26; February 9, 23, or March 9,
23-from 9-11:30 a.m.

WHERE:Office of the Federal Register, Room 9409,
1100 L Street NW., Washington, D.C.

RESERVATIONS: Call Mike Smith, Work~shop Coordina-
tor, 202-523-5235.

+00-t Published daily, Monday through Friday (no publication on Saturdays, Sundays, or on official Federal
Eal holidays), by the Office of the Federal Register, National Archives and Records Service, General Services

Administration, Washington. D.C. 20408, under the Federal Register Act (49 Stat, 500, as amended: 44 U.S.C.,
Ch. 15) and the regulations of the Administrative Committee of the'Federal Register (1 CFR Ch. I). Distribution
is made only by the Superintendent of Documents. US. Government Printing Office, Washington, D.C. 20402,

The FDERAL REGxS=a provides a uniform system for making available to the public regulations and legal notices Issued
by Federal agencies. These include Presidential proclamations and Executive orders and Federal agency documents having
general applicability and legal effect, documents required to be published by Act of Congress and other Federal agency
documents of public interest. Documents are on file for public inspection in the Office of the Federal Register the day before
they are published, unless earlier filing is requested by the isslqing agency.

The FEeERAL REGISTER wUl be furnished by mail to subscribers, free of postage, for $5.00 per month or $50 per year, payable
in advance. The charge for individual copies is 75 cents for each issue, or 75 cents for each group of pages as actually bound.
Remit check or money order, made payable to the Superintendent of Documents, U.S. Government Printing Office, Washington.
D.C. 20402.

There are no restrictions on the republication of material appearing in the FEDERAL REGI TER.
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INFORMATION AND ASSISTANCE

Questions and requests for specific information may be directed to the following numbers. General inquiries may be
made by dialing 202-523-5240.

FEDERAL REGISTER, Daily Issue:
-Subscription orders (GPO) ..............
Subscription problems (GPO) ..........
"Dial - a - Reg" (recorded sum-

mary of highlighted documents
appearing in next day's issue).

Washington, D.C ......................
Chicago, III .................................
Los Angeles, Calif ....................

Scheduling of documents for
publication.

Photo copies of documents appear-
ing in the. Federal Register.

Corrections ........................................
Public Inspection Desk .....................
Finding Aids ......................................

Public Briefings: "How To Use the
Federal Register."

Code of Federal Regulations (CFR)..

Finding Aids .......................................

202-783-3238
.202-275-3054

202-523-5022
312-663-0884
213-688-6694
202-523-3187

- 523-5240

523-5237
523-5215
523-5227
523-5235

523-3419
523-3517
523-5227

PRESIDENTIAL PAPERS:
Executive Orders and Proclama-

tions.
Weekly Compilation of Presidential

Documents.
Public Papers of the Presidents ......
Index .................................................

PUBLIC LAWS:
Public Law numbers and dates .......

Slip Law orders (GPO) ....................

U.S. Statutes at Large ......................

Index ...................................................

U.S. Governmehnt Manual ..................

Automation ..........................................

Special Projects .................................

HIGHLIGHTS-Continued

GRAS SUBSTANCES
HEW/FDA gives notice of filing of petition proposing that an
increased percentage of Karaya gum in baked goods and
baking mixes be affirmed as generally recognized as safe,
comments by 2-20-79 ....................... 59907
HEPATITIS B VIRUS VACCINE
HEW/FDA announces public workshop to be held 1-18 and
1-19-79 ........................................................................................ 59906

IMPROVING GOVERNMENT REGULATIONS
PBGC publishes a semiannual agenda of significant regula-
tions under development ..................... ......................................... 59942
STAINLESS STEEL AND ALLOY TOOL STEEL
ITC publishes notice of investigation and hearing on the
probable economic effect on the domestic industry .......... 59914
COTTONAND MAN-MADE FIBER TEXTILE
PRODUCTS FROM THE REPUBLIC OF CHINA
CITA increases the level of restraint applicable to products In,
certain categories ....... ............... 59866

WOOL TEXTILE PRODUCTS FROM THE
SOCIALIST REPUBLIC OF ROMANIA
CITA grants an increase for carryforward in the "men's and
boy's wool suits" category ...... .......................... .............. 59867

CANADIAN CRUDE OIL
DOE/ERA publishes notice of allocations for 10-1-78 through
3-31-79 (2 documents) ............... 59872, 59877
TOBACCO MARKETING QUOTAS
USDA/ASCS proposes determinations for minor kinds; com-
ments by 1-15-79 ........... . .............. 59847

ENVIRONMENTAL IMPACT STATEMENT
CAB requests comments by 1-8-79 on Intention to assess the
effects of adopting a general policy of granting multiple awards
to qualified applicants for route authority 59864
NEW SCHEDULE OF REMUNERATION
Labor/ETA Increases the monthly rates used to compute the
Federal wages of ex-servlcemen and women covered by the
unemployment compensation program; effective 1-1-79__ 59836
PENSION AND WELFARE BENEFIT
PROGRAMS
Labor/P&WBP and Treasury/IRS issues class exemption for -
certain transactions; effective 1-1-75 ................ 59915 '

CERTAIN FOOD PROGRAMS
USDA/FNS releases regulations modifying the regulatory audit
coverage; comments by 3-30-79 59823
MEETINGS-

Action: National Consumer Cooperative Bank Federal Inter-
agency Task Force, 1-9 through 1-11-79 -.......... 59855

Commerce/NBS: Visiting Committee, 2-12 and 2-13-79. 59866
DOD/AF: USAF Scientific Advisory Board, 1-11 and

1-12-79_ - 59869
Secy. Electron Devices Advisory Group, 1-18.1-19.1-21.

and 1-22-79 (3 documents) ___ 59870, 59871
DOE. National Petroleum Council, Task Group of the Corn-

mittee on Tight Gas Reservoirs, 1-3-79.. - 59902
FERO: Interim Regulations Implementing the Natural Gas

Policy Act of 1978, 1-3 and possibly 1-4-79 - 59836
Endangered Species Committee, 1-84-79 (2 documents) -_ 59871
HEW/HRA. Advisory Councils and Subcommittees, various

dates In January....................... . 59907
Interagency Task Force on Workplace Safety and Health

requests comments by 2-20-79 on its draft report, "Mak-
Ing Prevention Pay" 59909

FEDERAL REGISTER, VOL 43, NO. 247--FRIDAY, DECEMBER 22, 1978

523-5233

523-5235

523-5235
523-5235

523-5266
523-5282
275-3030.

523-5266
523-5282
523-5266
523-5282

523-5230

523-3408

523-4534



'HIGHLIGHTS-Continued

Interior/BLM: Federal Coal Management Program, various
dates in January.............................. 59911

NPS: Cape Cod National Seashore Advisory Commission,
1-19-79 ............................................................................ 59913

Golden Gate National Recreation Area Advisory Com-
mission, 1-10-79 .............................. 59913

Justice: United States Circuit Judge Nominating Commis-
sion, Fourth Circuit Panel, 1-8-79 ............... 59914

United States Circuit Judge Nominating Commission,
Eighth Circuit Panel, 1-8-79 .......................................... 59914

Joint Research Committee, 1-9 and 1-10-79 ................ 59914
Minimum Wage Study Commission, 1'-9-79 ........................... 59932
NFAH/NEH: Humanities Panel Advisory Panel, 1-1, 1- 10,

1-11, 1-12 and 1-19-79 .................................................... 59932
NEA: Museum Advisory Panel, 1-16-79 .............................. 59932

NRC: Reactor Safeguards Advisory Committee, Subcommit-
teb on Extreme External Phenomena, 1-9-79 ................... 59933

State/AID: Board for International Food and Agricultural
Development, 1-17-79 ....................................................... 59945

Joint Committee for Agricultural Development, 1-8 and
1-9-79 ................................................. 59946

USDA/SEA: Joint Council on Food end Agricultural ScI-
ences, 1-10 through 1-12-79 .................. 59856

National Agricultural Research and Extension Users Advl-
sory Board, 1-8 and 1-9-79 .............................................. 59856

SEPARATE PARTS OF THIS ISSUE
Part-11, HEW/FDA ............................... 59986
Part III, Labor/ESA ................................................... : ..................... 60028
Part IV, CPSC .................................................................................. 60034
Part V, Labor/OSHA ...................................................................... 60048
Part VI, HEW/NIH ........................................................... 60080
Part VII, HEW/NIH ......................................................................... 60108
Part VIII, HEW/FDA ....................................................................... 60134

reminders
(The items in this list were editorially compiled as an aid to PkomAsx RE=xsrR users. Inclusion or exclusion from this list has no legal

significance. Since this list is intended as a reminder, it does not Include effective dates that occur within 14 days of publication.)

Rules Going Into.Effect Today.

HEW/FDA-Ferric ferrocyanide (iron blue);
permanent listing for use in externally applied
drugs and cosmetics ........ 54235; 11-21-78

1Rules Going Into Effect
December 25, 1978

SEC-Interpretative releases; staff accounting
bulletins; oil and gas producers ........ 40730;

9-12-78

List of Public Laws

No= A complete listing of all public laws
from the second session of the 95th Congress
was published as Part II of the issue of De-
cember 4, 1978. (Price: 75 cents. Order by
stock number 022-003-00960-4 from the Su-
perintendent of Documents, Government
Printing Office, Washington, D.C. 20402,
Telephone 202-215-3030.)

The continuing listing will be resumed
upon enactment of the first public law for
the first session of the 96th Congress, Which
,ll convene on Monday, January 15, 1979.
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ACTION
Notices
Meetings:

Consumer Cooperative Bank
National Interagency Task
Force ................................. 59855

AGENCY FOR INTERNATIONAL
DEVELOPMENT

Notices
Meetings:

International Food and Agri-
cultural Development Board
(3 documents) ............. 59945, 59946

AGRICULTURAL MARKETING SERVICE
Rules
Lemons grown in Calif. and Ariz. 59827
Notices

Tobacco inspection and price
support services; hearing ..... 59855

AGRICULTURAL STABIUZATION AND
CONSERVATION SERVICE

Proposed Rules
Tobacco (fire cured, etc.); mar-

keting quotas and acreage al-
lotments ...................................... 59847

AGRICULTURE DEPARTMENT

See aZso Agricultural Marketing
Service; Agricultural Stabili-
zation and Conservation Serv-
ice; Commodity Credit Corpo-
ration; Farmers Home Admin-

- istration; Food Safety and
Quality Service; Science and
Education Administration.

Notices
Cotton, upland; National pro-

gram acreage and voluntary
reduction percentage,' 1979
crop .................... 59855

AIR FORCE DEPARTMENT.
Notices
Meetings:

Scientific Advisory Board ....... 59869

ARMY DEPARTMENT
Proposed Rules
Privacy Act; implementation ..... 59852
Notices
Privacy Act; systems of records 59869

ARTS AND HUMANITIES, NATIONAL
FOUNDATION

Notices
Meetings:

Humanities Panel .................... 59932
Museum Advisory Panel ......... 59932

BLIND AND OTHER SEVERELY
HANDICAPPED, COMMITTEE FOR
PURCHASE FROM

Notices
Improving Government regula-

tions ........................ 59868

contents
Procurement list, 1979; -addl-

tions and deletions .................... 59868

CENSUS BUREAU
Rules
Population censuses, special:

Fee structure for city block
statistics; correction ............. 59835

CIVIL AERONAUTICS BOARD
Rules
Foreign air carrier permits;"

terms, conditions, and lnita-
tions authorizing charger
transportation only;, editorial
amendment ................................ 59829

Organizations and functions:
Pricing and Domestic Aviation

Bureau; establishment (5
documents) .................. 59829-59834

Oversales; definition of "carri-
er". ........................................... 59829

Notices
Environmental statements,

availability, etc.:
Route authority; multiple per-

missive awards to all quail-
fled applicants . ....... 59864

Hearings, etc.:
Air Express International Air-

lines, Inc ................................. 59857
California-Arizona low fare

route proceeding ................. 59857
Conner Air Lines, Inc ............ 59857
Delta Air Lines, Inc ................. 59857
Wichita improved authority

case et al .................................. 59858
Oakland service case ................ 59865
Texas International Airlines,

Inc ............................................ 59865
Transcontinental Airlines,

Inc ........................................... 59866
Transatlantic cargo service

case ........................................... 59866

CIVIL SERVICE COMMISSION
Rules
Excepted service:

Arts and Humanities, Nation-
al Foundation .......... 59823

Cabinet Committee on Oppor-
tunities for Spanish Speak-
ing People et al ...................... 59823

COMMERCE DEPARTMENT
See National Bureau of Stand-

ards; National Oceanic and At-
mospheric Administration.

COMMODITY CREDIT CORPORATION
Rules
Cooperative marketing associ-

ations; eligibility ,require-
ments for price support; cor-
rection . .... .............. 59827

COMMODITY FUTURES TRADING
COMMISSION

Notices
Meetings; Sunshine Act........ 59968

CONSUMER PRODUCT SAFETY
COMMISSION

Rules
Bicycles;, safety requirements __ 60034

COMMUNITY SERVICES ADMINISTRATION
Rules
Personnel management; grant-

ee; salary limitation increae . 59844

DEFENSE DEPARTMENT

See also Air Force Department;
Army Department.

Notices
Meetings.

Electron Devices Advisory
Group (3 documents) 59870, 59871

ECONOMIC REGULATORY
ADMINISTRATION

Notices
Canadian allocation program:

Crude oil, October through
December........ 59872

Crude oil, January through
............. . ....59877

Ratemaking authority over gas
and electric utilities;, notifica-
tion of DOE to State and local
agencies ...... ...... _..... 59883

EDUCATIONAL RESEARCH, NATIONAL
COUNCIL

Notices
Meetings; Sunshine Act ... 59970

EMPLOYMENT AND TRAINING
ADMINISTRATION

Rules
Unemployment compensation:

Ex-servicemen. new schedule
of remuneration ............ ... 59836

EMPLOYMENT STANDARDS
ADMINISTRATION

Notices
Minimum wages for Federal and

federally-assisted construc-
tion; general wage determina-
tion decisions, modifications,
and supersedeas decisions
(Conn., I-a., IL, I., Pa., S.C.,
Tex.andW.Va.) ..... 60028

ENDANGERED SPECIES COMMITTEE
Notices I
Grayrocks Dam and Reservoir

Project; hearing ......... 59871
Tellico Dam and Reservoir Proj-

ect; hearing ..... . 59871

ENERGY DEPARTMENt
See caso Economic Regulatory

Administration; Federal Ener-
gy Regulatory Commission.

Notices
International atomic energy

agreements; civil uses; subse-
quent arrangements:

Austria et al 59902
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CONTENTS

Meetings:
National Petroleum Council... 59902

ENVIRONMENTAL PROTECTION AGENCY
Rules
Air quality implementation -

plans; delayed compliance
orders:

Florida .................-59841
Air programs; energy-related

authority:
Virginia ...................................... 59839

Proposed Rules
Air quality implementation

plans; delayed compliance
orders:

* Indiana ................. 59852

FARMERS HOME ADMINISTRATION
Rules
Guaranteed loan programs:

Business and industrial loan
programs; eligibility criteria
and application processing .. 59827

FEDERAL COMMUNICATIONS
COMMISSION

Notices
Meetings; Sunshine Act. 59968, 59969

FEDERAL DEPOSIT INSURANCE
CORPORATION

Notices
Meetings; Sunshine Act........... 59969
FEDERAL ENERGY REGULATORY

COMMISSION
Rules
Natural Gas Policy Act of 1978,

implementation; interim regu-
lations; hearings....................... 59836

Notices
Hearings, etc.:

Columbia Gas Transmission
Corp ......... : ............................... 59899

Distrigas Corp. et al ................. 59886
East Tennessee Natural- Gas

Co ............................................. 59886
El Paso Natural Gas Co .......... 59899
Florida Gas Transmission Co. 59886
Freeport Oil Co., .................... 59900
Gas Gathering Corp ........ 59900
Granite State Gas Transmis-

sion, Inc. (2 documents) ....... 59887,

Inter-City Minnesota Pipe-
lines, Ltd., Inc ........................

Kentucky West Virginia Gad
Co ...........................................

Lone Star Gas Co .......................
Louisiana-Nevada Transit Co.
Michigan Wisconsin Pipe Line

Co ...............................
Midwestern Gas Transmission

Co ....................................;........
Mountain Fuel Resources, Inc
Mountain Fuel Resources,-

Inc., et al ................... s .............
Mountain Fuel Supply Co .......
Natural Gas' Pipeline Co. of

America ...... ..............
Northern Natural Gas Co . .....

vi F

59901

59887

59887
59901
59887

59888

59888
59888

59889
59891-

59891
59902

Northwest Pipeline Corp ........ 59892
Pacific Interstate Transmis-

sion Co .................................... 59892
Panhandle Eastern Pipe Line

Co. (2 documents) ....... 59892, 59893
Southern-Natural Gas Co ....... 59895
Tennessee Gas Pipeline Co. (3

documents) ............................. 59896
Texas Eastern Transmission

Corp .................. 59896
Texas Sea Rim Pipeline, Inc.. 59897

- Transcontinental Gas Pipe
Line Corp ... .............. 59897

Transwestern Pipeline Co ....... 59898
Valley Gas Transmission, Inc.

(2 documents) ......................... 59898
Western Gas Interstate Co ..... 59899

Meetings; Sunshine Act .............. 59970

FEDERAL MARITIME'COMMISSION
Notices
Agreements filed, etc.; correc-

tion .......................................... 59904
Casualty and nonperformance,

certificates:
Malone & Hyde,'Inc ................. 59904

Freight forwarder licenses:
Ocean Air Forwarding, Inc ..... 59903
Ocean Air Freight & Trade
.Inc ............. 59903

Pan Ocean, Inc ............ 59903
Williams Shipping Co., Inc ..... 59903

Meetings; Sunshine Act .............. 59970
Self-policing functions, per-

formance by agreement em-
ployee, petitions ........... 59904

FEDERAL RESERVE SYSTEM
Notices
Applications, etc.:

Bank of Mansfield Holding
Co ............................................. 59904

Delaware Service Co., Inc ........ 59904
SAC City Ltd ............................. 59904
Thomson Investment Co.,

Inc ............................................ 59905

FISH AND WILDLIFE SERVICE
Rules
Fishing:

Pocasse National.Wildlife Ref-
uge, S. Dak .............................. 59845

Sand Lake National Wildlife
Refuge, S. Dak ......... .............. 59845

FOOD AND DRUG ADMINISTRATION
Rules
Animal drugs, feeds, and related

products:'
Hydrochlorothiazide injec-

tion; correction .......... 59837
Nonclinical laboratory stud-

ies, good laboratory prac-
tice ........................................... 59986

Proposed Rules
Recombinant DNA reseaich; ad-

vance notice ............................... 60134
Notices
Animal drugs, feeds, and related

products:
Whitm6yer Pink Eye Powder,

approval withdrawn; correc-
tion ................... 59907

Biological ptoduct licenses:
Colonial Blood Comp36nents,

Inc.; revocation ...................... 59005
GRAS status, petitions:

Karaya gum (sterculla gum)
in baked goods and baking
mixes .................................., 59007

Meetings:
Hepatitis B Virus Vaccine

Workshop ................... 50900
Radiological health:

Microwave oven labeling re-
quirements; exemption peti-
tion guidelines ........................ 5'U)36

FOOD AND NUTRITION SERVICE
Rules
National School Lunch Pro-

gram, Special Milk Program
for Children, School Break-
fast Program, and Nonfood
Assistance program; audit re-
luirements .................... 59823

FOOD SAFETY AND QUALITY SERVICE
Rules
Potatoes (Irish); livestock feed

.diversion program; correc-
tion ............................................. 59828

GENERAL SERVICES ADMINISTRATION

Notices
Committees; establishment, re-

newals, terminations, etc.:
Historic Preservation Task

Force ....................................... 50905
Public utilities; hearings, etc.:

California Public Utilities
Commission ............................ 59005

HEALTH, EDUCATION, AND WELFARE
DEPARTMENT

See Food and Drug Administra-
tion; Health Resources Ad-
ministration; Human Develop-
ment Services Office; National
Institutes of Health: Social Se-
curity Administration.

HEALTH RESOURCES ADMINISTRATION
Notices
Meetings:

Advisory committees; Janu-
ary ......................................... 59907

HOUSING AND URBAN DEVELOPMENT
DEPARTMENT

See also Federal Housing Com-
missioner-Office of Assistant,
Secretary for Housing.

Rules
Loose fill insulation pneumati-

cally installed in wall cavities., 59838
,Proposed Rules
Mortgage and loan insurance

,programs:
Property Improvement and

mobile home loans; maturi-
ty increase for double-wide
mobile homes ....... .... 59849
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CONTENTS

HUMAN DEVELOPMENT SERVICES
OFFICE

Notices
Social services expenditures,

Federal allotments to States;
1980 FY; correction .................. 59909

INTERIOR DEPARTMENT

See also Fish and Wildlife Serv-
ice; Land Management Bu-
reau; National Park Service.

Rules
Procurement ................................. 59842
Procurement; corrections ........... 59842
Notices
Environmental statements,

availability, etc.:
Federal aid in fish and wildlife

restoration programs ............ 59913

INTERNAL REVENUE SERVICE
Proposed Rules
Estate and gift taxes:

Generation-skipping transfer
tax ......................................... 59849

INTERNATIONAL TRADE COMMISSION
Notices
Import investigations.

Stainless steel and alloy tool
steel ......................................... 59914

INTERSTATE COMMERCE COMMISSION
Rules
Tariffs and schedules:

Filing requirements for gov-
ernment shipments at re-
duced rates ............. 59844

Notices
Hearing assignments (2 docu-

ments) ........... 59946, 59947
Motor carriers:

Temporary authority applica-
tions (2 documents) ... 59948, 59957

Transfer proceedings ............... 59947
Rail carrier applications for op-

erating rights, track con-
struction, etc.:

"Seaboard Coast Line Indus-
tries et al ................................. 59966

JUSTICE DEPARTMENT

See also Law Enforcement As-
sistance Administration.

Notices
Meetings:

Circuit -Judge Nominating
Commission, U.S. (2 docu-
ments) ...................................... 59914

LABOR DEPARTMENT

See aZso Employment and Train-
ing Administration; Employ-
ment Standards Administra-
tion; Mine Safety and Health
Administration; Occupational
Safety and 'Health Adminis-
tration; Pension and Welfare
Benefit Programs Office.

Notices
Adjustment assistance:

Aberdeen Sportswear Co ........ 59927
Casa La Gata, Inc .................... 59928
Char-Len Handbags, Inc .......... 59928
Crosrol, Inc ................................ 59928
Defiance Bleachery Corp ........ 59929
Heppenstall Co ......................... 59929
International Silver Co ............ 59930
Morrison Steel Co .................... 59931
Reid-Meredith, Inc ................... 59931
Thomas Menswear Corp .......... 59931

LAND MANAGEMENT BUREAU
Notices
Coal management program,

Federal; hearings and meet-
ings .............................................. 59911

Opening of public lands:
M ontana ..................................... 59912
W yoming .................................... 59912

LAW ENFORCEMENT ASSISTANCE
ADMINISTRATION

Notices
Committees; establishment, re-

newals, terminations, etc.:
Criminal Justice National Mi-

nority Advisory Council ....... 59914

LIBRARIES AND INFORMATION SCIENCE,
NATIONAL COMMISSION

Notices
Meetings; Sunshine Act .............. 59970

MINE SAFETY AND HEALTH
ADMINISTRATION

Notices
Petitions for mandatory safety

standard modification:
Albion Veiu Slate Co., Inc ...... 59925
Anthony Dally & Sons, Inc ..... 59926
Burnrite Coal Co ..................... 59921
Emerald Slate Corp ................. 59921
Hecla Mining Co ....................... 59922
Hlghwall Coal Co ..................... 59922
Homestake Mining Co ............. 59926
National Gypsum Co ................ 59923
Orchard Coal Co ....................... 59923
Page Fork Coal Co., Inc ........... 59924
Penn Big Bed Slate Co., Inc .... 59927
Pyro Mining Co ........................ 59924
Slab Fork Coal Co .................... 59924
Stauffer Chemical Co ............. 59925

MINIMUM WAGE STUDY COMMISSION
Notices
M eetings ............................-............ 59932

NATIONAL BUREAU OF STANDARDS
Notices
Meetings:

Visiting Committee ................. 59866
Voluntary product standards:

Vinyl-coated glass fiber insect
screening and louver cloth,
commercial standard CS
248-64- ...................................... 59866

NATIONAL INSTITUTES OF HEALTH
Notices

"Carcinogenesis bioassay reports;
availability.

N-(1-Naphthyl) ethylenedia-
mine dihydrochloride ..... 59903

Recombinant DNA molecules
research: revised guidelines.. 60134

Recombinant DNA research; re-
vised guidelines.........-......-.. 60080

NATIONAL OCEANIC AND ATOMSPHERIC -

ADMINISTRATION
Rules
Fishery conservation and man-

agement:
Foreign fishing; alocation In-

creases ...... ............. 59845

NATIONAL PARK SERVICE
Notices
Meetings:

Cape Cod National Seashore
Advisory Commlsson ..... 59913

Golden Gate National Recrea-
tion Area Advisory Commis-
sion ................ 59913

NUCLEAR REGULATORY COMMISSION
Notices
Applications, etc.:

Carolina Power & Light Co .- 59933
Duke Power Co ................... 59933
Metropolitan Edison Co., Inc.,

et al ........................... 59934
Pacific Gas & Electric Co_. 59934
Sacramento Municipal Utility

District .................. 59934
Environmental statements;

availability, etc.:
White Mesa Uraniunm Project,

Utah ....................... 59935
Meetings:

Reactor Safeguards Advisory
Committee ....................... 59933

OCCUPATIONAL SAFETY AND HEALTH
ADMINISTRATION

Rules -
Inspections, citations and pro-

posed penalties; objections to
inspection ........................... 59838

Proposed Rules
Health and safety standards:

Means of egress, hazardous
materials, and fire protec-
tions .............................. 60048

Notices.
Applications, etc.:

General Motors Corp., et at;
correction.................... 59927

OCCUPATIONAL SAFETY AND HEALTH
REVIEW COMMISSION

Notices
Meetings; Sunshine Act........ 59970

PAROLE COMMISSION
Notices
Meetingi; Sunshine Act ....... 59970

PENSION AND WELFARE BENEFIT
PROGRAMS OFFICE

Notices
Employee benefit plans:

Prohibitions on transactions;, -
exemption proceedings, ap-
plications, hearings, etc-- 59915
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PENSION BENEFIT GUARANTY
CORPORATION

Notices
Regulatory agenda; semian-

nual ............................................. 59942

SCIENCE AND EDUCATION
ADMINISTRATION

Notices
Meetings:

Agricultural Research and Ex-
tension Users National Advi-
sory Board ............................. 1 59856

Food, and Agricultural Sci-
ences Joint Council ............... 59856

SMALL BUSINESS ADMINISTRATION
Notices
Applications, etc.:

Southwest Financial Corp....... 59945

CONTENTS

SOCIAL SECURITY ADMINISiRATION

Proposed Rules
Old-age, survivors, and disabil-

ity insurance:
Child's benefits; entitlement

and reentitlement .................. 59848

STATE DEPARTMENT

See also Agency for Internation-
al Development.

Rules
Visas:

Immigrants and nonimmi-
grants, documentation; con-
sular officer statements ....... 59837

Notices
Draft 'environmental impact

statement; availability:
Narcotics control in Mexico ... 59946

TEXTILE AGREEMENTS IMPLEMENTATION
COMMITTEE

Notices
Cotton and man-made textiles:

China, Republic of .................... 59866
Wool textiles:

Romania ..................................... 59867
TRADE NEGOTIATIONS, OFFICE OF

SPECIAL REPRESENTATIVE
Notices
Great Plains Wheat, Inc.; peti-

tion and hearing ...................... 59935

TREASURY DEPARTMENT
See Internal Revenue Service.

WORKPLACE SAFETY AND HEALTH
INTERAGENCY TASK FORCE

Notices
Making Prevention Pay, recom-

mendations; inquiry ................. 59909
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list of cfrparts affected in tfhis issue
The following numerical guide is a list of the parts of each title of the Code of Federal Regulations affected by documents published in todgs Issue- A

cumulative list of parts affected, covering the current month to date, follows beginn1ig with the second Issue of the month.
A Cumulative List of CFR Sections Affected is published separately at the end of each month. The gude ists the parts and sections affected by documents

published sidee the revision date of each title.

S CFR
213 (2 documents) ..................... 59823

7 CFR
210 ................................................... 59824
215 ................................................... 59825
220 .................................................. 59825
230 ................................................... 59826
910 ................................................. 59827
1425 ............................................... 59827
1980 ................................ 59827
2880 ................................................. 59828
PROPOSED RULES:

724 .. ............................... . 59847

14 CFR
Ch. 1 ...... ........................................ 59829
tVIA
4¢ J.-= ........°..........,°°...................
250 ...................................................
312 ........ ..................
384 .......................................
385 ...................................................
387 ............................

15 CFR

50 ...........................................

16 CFR
1512 ...... ....................

18 CFR

157.........................
270 ................
271....... .
273 ..............................
274....................................
275 ....................................

18 CFR-Continued
276 ..........................
nOA

20 CFR

614 ............................................

PROPOSED RULES:
404 .....................................

21 CFR

16 ............................................
58 ....................... ,........
71 ......... ... .........
170 ............................................
171 ......... ...........
180 ........................................
1419

59829 31 ............... T ...........................
59829 314 ............................................
59830 330..............................
59830 430 ............................................
59831 431 ............................................
59834 511 ............................................

514..........................................

59835 ...................................570 ......... ...
- 571 ......... ...

60034 601 ............................................
1003 ..........................................
1010 ..........................................

59836
ronqa PROPOSED RULES:

............... 59836

............... 59836

............... 59836

............... 59836

............... 59836

24 CFR

...... 59836 200 .......... ................ . 59838

....... 59836 P:oPosED RULES:

201 ............................. 59849

....... 59836 26CFR

PnoposED RULES:

....... 59848 26 .................................. 59849

29 CFR

....... 60013 1903 ................. . 59838

....... 60013 PROPOSED RO S:

....... 60020 1910 ............... ........... 60048

....... 60021

....... 60021 32CFR

....... 60021 PROPOSED RULES:

....... 60021 505 ............ . 59852

....... 60022 40CFR

....... 60022

.. 60022 65 .... .............. 59839nn 65 ............... :..................-._ 59841

60023
60023
59837
60023
60024
60024
60024
60024

59 .............................................. 60134

22CFR

41 ..................................................... 59837
42 ....... ............................................. 59837

PRoPoSED RULES:
65 ........................... ... 59852

41 CFR
14-19 ......... ... .... .................. 59842
14-55 ................ 59842
45 CFR

1069 ....... 59844

49 CFR
1330 ........................................ 59844
50 CFR

33 (2 documents) ............... : ...... 59845611 ... ................ ......... ...... ...... ... 59845
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CUMULATIVE LIST OF CFR PARTS AFFECTED DURING DECEMBER

The following numerical guide is a list of parts of each title of the Code
of Federal Regulations affected by documents published 'to date during
December.

1 CFR
Ch. I .......................................... . 56203
3 CFR
ExEcuTrvE ORDERiS:
11881 (Revoked by EO 12105).... 59465
11888 (Amended by EO 12104).. 59053
12062 (Revoked by EO 12103).... 58527
12103 ....................... 58537
12104 .............................................. 59053
12105 ....................... 59465

VEMORNwuDMS:
December 6, 1978 ................ 58535
PROCLAMATIONS:
3279 (Amended byProc. 4629) .. 58077
3822 (See Procs. 4610, 4630) ....... 56869,

59049
4334 (See Proc. 4610) .................. 56869
4463 (See Proc. 4610) .................. 56869
4466 (See Proc. 4610) .................. 56869
4539 (See Proc. 4610) .......... 56869
4610 ................................................ 56869
4611 ................................................. 57008
4612 ................................................. 57013
4613 ................................................ 57019
4614 ....................... 57025
4615 ........................ : ........................ 57031
4616 .................................................. 57035
4617 ................................................. 57043
4618 ................................................. 57053
4619 ................................................. 57059
4620 ................................................ 57067
4621 ................................................. 57073
4622 ....................... 57079
4623 ............................................... 57087
4624 ................................................. 57091
4625 ................ ; ................................ 57101
4626 ................................................. 57113
4627 ................................................. 57119
4628 ................................................. 57861
4629 ........... ............... 58077
4630 ...................... .. 59049
5 CFR
213 ........................ 56203,

56204,56873,.56874,57489-57491,
58539-58541,59055,59823

7 CFR
2 ............................................ 56204,56637
16 i ..................................... 56205,58801
29 ..................................................... 59469
46 ..................................................... 59470
47 ..................................................... 59470
210 ........................ 59824
215 ........................ 59825
220 ..................... 59825
230 ................ ..... ........................ 59826
246 ...... .................. 58542
271 .- .................... 57492,57510, 57526,57543,57563
273 ................................................... 57492

57510,57526,57543,57563
403 ................................................... 56205
653 ................................................... 58079
722 ........................ 56212
725 ................................................... 56874

7 CFR-Continued
729 ........................ 57580
905 ... *57139,57140,58175,58353,59335
906 ......................................... 57912,59077
907 ............................ 57239,58354,59470
909 ................................................... 57582
910 ........ 56212,-57582,58542,59827
912 ......... ...... .............. 57140
913 ........................ 57140
917 ............................................. ...... 58354
928 .................................................... 57259
966 ................................................. 59470
967 ................................................... 57239
971 ................................................... 58355
982 ................................................. 57239
999._- ............................................... 57863"
1133 ......... ..... .......... 58079
1425 ................................................ 59827
1464 ...................................... 56643,58543
.1487 ................................................. 59077
1800 ................ 59078
1801.... ........................................... 56643
1804 ....... .......... . 58355
1822 ...................................... 56643,58080
1901 ................................................ 58356
1910 ................................................. 56643
1924 ................................................. 59086
1933 ................................................. 58363
1945 ........................... 56643
1980 .................. ...... - 59827
2003 ................................................ 59078
2006 ................................................. 59078
2012 ........................................ 59078
2859 ............................................... 56212
2880 ................................................. 59828

PROPOSED RULES:
210 " 58780
271 ............................................ 57798
281 ............................................ 57798
283 ............................................ 57798
624 ........................................... 58192
724 ............................................ 59847
726 ......................................... 58093
730 .......................................... 58094
781 .. 57236, 57607
910 ............ ......... 57156
928 ............. .............................. 57259
959 ........................................... 59509
1002 .......................................... 57914
1049 ........ 59390
1062 ............... 57156, 58193
1064 .......................................... 59511
1065 ......................................... 59511
1421 .......................................... 58095
1701 .................. ....................... 56244
1948 .......................................... 58193
2852 .................. 56244,56245,57608

8 CFR

108 ................................................... 58363
236 ................................................... ,58363

PROPOSED RULES:

"108 ............................... 58377,59091
236 ............................................ 58377

9 CFR
3 ....................................................... 56213
73 ............... ...................................... 5687678 ............. ....................................... 56218
92 ..................................................... 56876
PROPOSED RULES:

445 ............................ , ............... 56245
447 ................................ 56245,50247

10 CFR
205 ............................................... 575 83
212 ........................................ 57474,59810
,213 .................... ..... 59458
515 ................................................... 58092

PROPOSED RULES:
Ch.I ............................. 58377,59091
20 .............................................. 56677
50 ................. 57157,58825
51 ...................... 59515
211 ............................................ 5 7627
212 ................................ 57609,57610
450 ............................................ 58158
455 ....................... .. 58158
580 ............................................ 59091

12 CFR
217 ........................................ 58304, 58365
226 ................................................... 56 877
330 ............ ...................................... 58081
405 ................................................... 57863
523 ................................................... 58802
526 .................................................. 57592
545 ................................................... 59336
555 ........................ 50336
613 ................................................... 5 9472
617 ................................................... 59472
701 .................................... 57140,58176
745 .................................... ............ 57140

PRoPosED RULEs:
25 ............................................. 57259
228 .......................................... 57259
345 ............................................ 57259
563e .......................................... 57259
701 ............................................ 58096
703 ............................................ 58096

13 CFR
107 .............. .......... 59472
309 .................. .......... 56220

PROPOSED RULES:
121 ........................................... 57611
308 ......................................... 5 7918

14 CFR
Ch. II ........................................... 5 9829
37 .................................................... 59473
39 ..................................................... 56647,

57241,57242,57864,57865,57867,
57871,58802-58807,59474, 59475

71 ..................................................... 56648
57243,58807-58810,59476,59477

73 ..................................................... 56648
75 ..................................................... 59477
97 .......... ..... ..................... 58811
121 .................................................. 58306
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14 CFR-Continued
123 .......................... ......... 58366
127 .............................. 58366
135 ........................... ................. 58366
214 ................................................... 59829
250 ........................................ 57243,59829
,302 ........................................ 56878,57141
304 ................................................... 56878
312 ................................................... 59830
384 ................................................... 59830
385 ............................ 56884,58179, 598311
387 ............... 59834

PRoPosED Ru.LEs:
23 .............................................. 57243
25 .............................................. 57243
37 ............................................. 57243
39 ...................... 59515
71 ........... 56678-56680, 58826-58830
73 .............................................. 56680
239 ............................................ 58193

15 CFR -

50 ..................................................... 59835
369 .................................................. 59340
370 ................................................... 58544
371 ................................................... 58553
372 ................................................ 56648
-373 ............. ...... ........... . . . 56649
374 ................................................... 58553
377 ....................................... 57141,58082
379 ................................................... 56650
386 ................................................. 56653

PRoPosED RULEs:
370 ............................................
371 ............................................
385 ............................................

- 390 .........................
399 .......................................
806 ............................................

16 CFR

58571
58571
58571
58571
58571
58194

Ch.I. ............................................ 57244
1 ....... ........ ............... 56888
2 ......... ........ . ............ 56888
3 ............. 56862,56902
4 ............... 56888,56903,57593
13 ...... 56653, 57143,-59055, 59478-59480
436 ................................................. 59613
1201 ...................................... 57244,57594
1207 ................. ............................... 58813
1512..' ................... 60034

PROPOSED RuLEs:
13 . .. : ............. 57267,58381,58830
440 ............................................ 57612
457 ................................ 57269,59517
1404 .......................................... 59390
1500 .......................................... 58195

17 CFR
CIL I I .............................................. 58181
1 ...... .................... 59340
9 ...... 59343
30 .... .............. 58554
31 ......................................... 56885,58554
32 ... ...................... 59353
200............. ................. 57596
211......... ................ ................... 58554
231 . ........................ 57596
240.............................................. 58530
241............. ................. 57596
249 ......................... .... 58532
251............................................ . 57596
274 .................................................. 58532

17 CFR--ConUnued
PROPosED RULEs:

1 .................................... 56904,57284
32 .............................................. 59396
145 ....... ........................ ....... 57284
147 .......................................... 57284
210 ............................................ 57612
211 ...... ... .............. 57612
240 ................................ 56247,58533
249 ..................** .... ....... 59092

18 CFR
2 ....... 56448,56536,59056,59481,59836
154 ........................................ 56220,57247
157 ................ 56448, 59056, 59481, 59836
270 ................................................... .56448,

56458,56544,59056,59481,59836
271 ................................................... 56448,

56464,56551,59056,59481,59836
273 ...................... .. 56448,

56493,56577,59056,59481,59836
274 ................................................... 56448,

56503, 56586, 59056, 59481, 59836
275 ............. . .......... 56448,

56513 ,56608,59056,59481,59836
276 ............ ............ 56448,

56517,56613,59056,59481,59836
277 ............. . .......... 57597
284 ........... .............. 56448.

56521,5662259056, 59481, 59836
286 ................................................... 57598
420 ................................................... 56654
19 CFR

12....................................................
58813
56655

113 ................................................... 59288
153 .................................................. 57599
PRoPosED RULEs:

101 ............................................ 58383
153 ............................................ 58384
177 ................................ 57921,58574

20 CFR

250 ................................................. 56888
258 ................................................... 56888
259 ................................................... 56889
260 .................... 56890
404 ................................................... 58814
614 ................. .............................., 59836

PROPosED RULES:
404 ............................................ 59848

21 CFR
5 .......................... 58556
16 ..................... 60013
58 ..................................................... 60013
71 .................... 60020
170 ................................................... 60021
171 ................................................... 60021
178 ...................................... 58556,59056
180 ................................................... 60021
193 ................................................... 57001
310 .................. 58557
312 ................................................... 60021
314 ...................... 60022
330 ........................ 60022
430 ................................................... 60022
431 .................................................. 60023
,455 ................................................... 59057
510 .................... 58082
511 ................................................... 60023
514 ................................................... 60023
522 .... 57599,58082,59057-59059,59837

21 CFR--ConUnued
524 ........................ ... 59059
558 ................. 56222,57600,58082 59059
561 .............. ........ 57001
570 ......................... . ..... 60023

1010.....~60024.21 ........................ 57..... 60024
0 ..... .............. 60024

100 ....................-. - 60024

2 ............1....................5.9. 57617
16.... .... 58574
56 ..................... ............ 58574
59 ....................... ...... .......... .... 60134

71 . ....... 58574
74 ............ 56906
81 ................................. 56906
131 ............ ...... ... 59093
133 ............................. 59093-59095
146 ..................... ..... 58574
155 ........ ....... ...-- 58574
171 ...........3............... 58574
175 ............................. 56247
30 8458574

189... ....... 56247
193 ..... 57005
310 ....... 56906,58574
312-.. - 58574
314 .... 58574,59095
320 .... 58574
330 .......................... 58574
361 ...... .......... 58574
344 ......... ................. 58097352 ........... 56249,58097
430 .... .............. .... ...... 58574,59095
431 ....... ............. .......... 58574

.3 ........... ....... . ... 56249
140........................... 5 6249
5226.................. 58591
561-.............--. 57005

601 ....... ................. 58574
606 ....................... 59098
6680............. 585741003 ............... ............ .. 58574
1010 ................ ............. . 58574
1090 ............................ 58790
1310 ...... . ............... . 57922

22CFR
41 .................................. . 59837
42 ......... ........ ... ; . . i.- 59837

205 ........................ 58815

PROPOSED RoLEs:
151 ........ ... ..... ........... .. 57159

23 CFR
140 .... .......... ..... .... ........- 57872,57873
455 ........ .............. ... 57478
625 ...... .. .. ........... ..... ...... ........- 56660
630 ................... ...... ....... .... 58368,58563
655 ............... ............... .... ...... ...- 58564_
658 ......................................... ....... . 59464
668 ....... ............... .......- 59483
825 ..... .................................. 58308

PS.OPOSE:DRur,s:
772 ........ ................................ 57161

24 CFR
200 ........ ............ .... ........... 59838
571 ................. ........... 58734
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24 CFR-Contlnued 29 CFR-

PROPOSED RULES: PROPOS
20 .............................................. 58592 - 850
51 ............................................. 57619 860
200 ................ : ........................... 57619 191
201 .................... 57619,57622,59849 253
203 ............................................ 57619 270
204 ............................................ 57619 30 CFR
207 ................................ 57619,58592
220 ............................................ 57619 75 ........

221 ............................................ 57619 PROPOS
232 ........................................... 57622 715
234 ..................... 57622
235 .......................................... 57619 31 CFR
250 ................ 57619,57622 245 ......
340 ............................................ 57622
390 .............. ; ........................... 57619 32CFR
445............................................. 57619 51 .......
570...; ..................... 57619 207 ......
590... ......................................... 57619 212 ....
803 ............................................. 57622 360;.
804 ............................................ 57619 363 ......
805 ............................................ 57619 552. ...
865 ..................... 57622 553 ......
869 ............................................ 57619 818a ....
870 ............................................ 57619 832 ......
882 ................ 57619,57622 PROPOS
886 ............................................ 57619
888 ................................ 57619,57622 505
1909 .......................................... 57619 542
1914 ........................................ 57619 552
1915 .......................................... 57619 562
1916 ....................................... 57619 32ACFi
1917 .......................................... 57619 151.....
1920 ........................................ 57619

25 CFR' 33 CFR

117 .....
Ch. I, Appendix ............................ 58368 127 ......

PROPOSED RULES: 165 ......
32a ..................... 56249 183 ......
700 ........................................... 59400 PROPOS

26 CFR 110

1 ............................................ 59354-59357
6 ....................................................... 58083
31 .......................................... 56223,59359
32 .................... 59360
301 ........................... 58815,59360,59376
601 ................................................... 57874

PROPOSED RULES:

26 .., ....................................
31 .............................. .
53 ...............................

27 CFR

211 ................................ .................
290 ............................. :..... ...

28 CFR
n

58830
59517
59849

117
130
131
162

35 CFR
PRoPoS

10.
36 CFR
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ED RULES:
).................... ............. ...- .......
................................ 58148,

0 ...... 56907, 56909, 56910,
0 ...... ....... . .....................
0 .................. 56682,57923;

ED RULES:

lED RuLES:

............................................ ,

). ................... o.......................

........... R...........

58148
58154
60048
59098
58097

56894,

39 CFR

111 ................................................... 56224

PROPOSED RULES:
111 ................................ 57924, 57925

40 CFR

2 ............... .......... 69060
52 ............... .......... 56662,

58188, 58566, 58567, 59063-59066,
59487-59496

55 ..................................................... 59839
56425 65 ..................................................... 56225,

56226,59497-59499, 59841
86 ..................................................... 57253

59059 124 ................................................... 58066
180 ........................................ 57000,59067

58083 730 ............................................... 56063
57874 762 ....................... 59500
58084' PROPOSED RULES:

57875
59060
56661
58087
59486

............................................. 57249

.; ................................ 57876,57877
............................................. 59487

................ ; ............................ 56858

lED RULES:
............................................. 59521
................................. * .......... 57305
................................ 56840,58833

................................ 56840,58833
............................................ 59524

,ED RULES: .

............................................. 58394

58193' 904 ...................................................
59518 1207 .................................................

PROPOSED RULES:
219 .......................................

58369 222 .... ............................
.59826 231 ....................

37 CFR
57249

PROPOSED RULES:
2 .................. 56681,58593

29 CFR

1903 ................................................. 59838
1910 .......................... 56893,,56894,57601
1928 ........ : ........................................ 56894
2509.,; ............................................. 58565
2610 ................................................. 56894

57822
57877
57250

58593
58387
58387

1 .......................... 57886
201 ...... ..................... 57252, 59378

PROPOSED RULES:
1 ................................................ 59401

38 CFR

17 .......... . ............... 57144

PROPOSED RULES:
1 ................................ 57923

50 ........... ........... 56250
52 . 56910, 57161, 58203, 58593
60 .......... ............ 57834
65 ............. ............ 56912,

5691-3, 56915, 57162-57164,
57306, 57926, 58204, 58389,
59103, 59525-59528, 59852

180 ........ 56917,57003,57004, 57623
250 ................................ 58946,59022

41 CFR
Ch. 101 ........................................... 58818
13-1 ................................................. 57603
13-3 ................................................. 57603
13-4 ................................................. 57603
14-19 ............................................... 50842
14-55 ............................................... 50842
15-1 ............................................... 59068
105-61.................. :...................... 58569

42 CFR

405 ........................................ 58370,59380
440 ...... .................. 57253
PROPOSED RULES:

55............................................ 56918
58 .............................................. 59530
85 .............................................. 56918
85a ............................................ 56918
405. ................... 57166,57307,58300
449 ................ i ..................... 57166

43 CFR

14 ..................................................... 58202
1880 ................................................. 57886
2650 ...................................... 57144,57888
3300 ........................................ ; ........ 58090

PROPOSED RULES:
8370 ......................................... 57167
1600 .......................................... 58764
3400 .......................................... 58770

PUBLIC LAND ORDERS:

5653 ............................................. 5976
5654 ................................................. 59756
45 CFR"
64 ..................................................... 58376
100 ........................ 57.... 254
100a .................................................. 57254
100b ................................................. 57255
'105 ................................................... 57 255

IFEDERAL REGISTER, VOL 43, NO. 247-FRIDAY, DECEMBER 22, 1978



FEDERAL REGISTER

45 CFR-Continued
116 ................................................... 57255
117 ................................................... 57255
118 ........................ 57255
119 ................................................. 57255
121 ................................................... 57255
121a ................................................. 57255
121d ................................................ 57255
124 .................................................. 57255
127 ........................ 57255
129 ........................ 57255
141 .................................................. 57255
142 ................................................... 57255
160 ................................................. 57255
162 ................................................... 57255
166 .................................................. 57255
170 .......................-...................: ..... 57255
171..- .................................... ........... 57255
1068 .................. 57888,58376
1069 ...................................... 57890,59844.

PRoPosED RuLEs:
80...I ......................................... 59105
84 ................ 59105
86 ...................... 58070,58076,59105
90 .............................................. 56428
115 ............................................ 58022
144 ............................................ 57308
161 ............................................ 58912
161a .................... 58912
175 ............................................ 57308
176 ............................................ 57308
1067 .......................................... 58393

46 CFR
50 ............................ ....................... 56798"
54 ..................................................... 56798
56 ...................... 56798
58..-. ...................... 56799
61 ..................... .................. 56800
107 ................ ........... 56801
108............................................. 56807
109.......................... ........... 56821
110............................................. 56837
111 .................................... 56837
112............................................. 56838
113 ............... ..... ........................ 56838
153........................ 57256
310.............................................. 56663
502 ................................................... 56897

46 CFR-Continued
PROPOSED RULES:

157 ............................................
251 ............................................
502 ............................................
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[6325-01-M]
Title 5-Administrative Personnel

CHAPTER I-CIVIL SERVICE

COMMISSION

PART 213-EXCEPTED SERVICE

Cabinet Committee on Opportunities
for Spanish-Speaking People, Na-
tional Aeronautics and Space
Council, and National Study Com-
mission on Records and Documents
of Federal Officials

AGENCY: Civil Service Commission.

ACTION: Final Rule.

SUMMARY: This amendment revokes
the Schedule A authorities for the
Cabinet Committee on Opportunities
for Spanish-Speaking People, the Na-
tional Aeronautics and Space Council,
and the National Study Commission
on Records and Documents of Federal
Officials because these organizations
no longer exist.

(5 U.S.C. 3301. 3302: EO 10577. 3 CFR 1954-
1958 Comp., p. 218.)

UNIT STATES CIM SERV-
ICE COMMISSION,

JAMES C. SPRY,
ExecutiveAssistant
to the Commissioners.

[FR Doe. 78-35283 Filed 12-21-78:8:45 am]

[632S-01-M]

PART 213-EXCEPTED SERVICE

National Foundation on the Arts and
the Humanities

AGENCY: Civil Service Commission.

ACTION:Final rule.

SUIMMRY: This amendment excepts
under Schedule B until September 30,
1980, one position of Assistant Direc-
tor in the Public Libraries Program,
Division of Public Programs, National
Endowment for the Humanities be-
cause competitive examination for this
position is impracticable.

EFFECTIVE DATE: December 4,
1978.

EFFECTIVE DATE: December 5, FOR FURTHER INFORMATION
1978. CONTACT.

-FOR MORE INFORMATION CON-
TACT'.

William Bohling, 202-632-4533.

Accordingly, 5 CFR 213.3123, 5 CFR
213.3162, and 5 CFR 213.3199(t) are re-
voked, as follows:

§ 213.3123 [Revoked]

* * k *

§ 213.3162 [Revoked]

William Bohling, 202-632-4533.
Accordingly, 5 CFR 213.3282(b)(26)

is added as follows:

§213.3282 National .Foundation'on the
Arts and the Humanities.

(b) National Endowment fo the Hu-
manities.I * *

(26) Until September 30, 1980, one
position of Assistant Director, Public
Libraries Program, Division of Public
Programs.

* * * (5 U.S.C. 3301, 3302; EO 10577, 3 CFR 1954-
1958 Comp., p. 218)

§ 213.3199- Temporary boards and commis-
sions..

* *

(t) [Revoked]

UMvrn STATES C=vm Sv-
ICE COMMISSION.

JAMES C. SPRY,
Executive Assistant
to the Commissioners.

[FR Doc 78-35450 Filed 12-21-78; 8:45 am]

[3410-30-M]

Tifle 7-Agriculture

CHAPTER If-FOOD AND NUTRITION
SERVICE, DEPARTMENT OF AGRI-
CULTURE

AUDITS OF CERTAIN FNS PROGRAMS

Interim Regulations

AGENCY: Food and Nutrition Service,
USDA.
ACTION: Interim regulations.
SUMMARY: These interim regula-
tions modify the regulatory audit cov-
erage prescribed for the National
School Lunch Program, the Special
Milk Program for Children, the
School Breakfast Program and the
Food Service Equipment Assistance
Program. Current regulations require
that each of these programs be audit-
ed at both State and local levels not
less frequently than once every two
years. This requirement exceeds the
audit coverage mandated for Federal
grant programs by Office of Manage-
ment and Budget Circulars A-102, Uni-
form Administrative Requirements
For Grants-In-Aid To State and Local
Governments, and A-110, Grants and
Agreements With Institutions of
Higher Education, Hospitals, and
Other Nonprofit Organizations. The
interim regulations presented in this
document are necessary to bring the
regulations governing the programs
named above into prompt compliance
with the Circulars.
DATES: These regulations must take
effect no later than July 1, 1979. Com-
ments must be received on or before
March 30, 19 79 to be assured of consid-
eration.

ADDRESS: Send comments to Marga-
ret O'K Glavin, Acting Director,
School Programs Division, Food and
Nutrition Service, USDA, Washington,
D.C. 20250.
FOR FURTHER INFORMATION
CONTACT:

Margaret OK Glavin, Acting Direc-
tor, School Programs Division, Food
and Nutrition Service, USDA, Wash-
ington, D.C. 20250 (202-447-8130).

SUPPLEMENTARY INFORMATION:
The four amendments contained in
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this document affect the audit cover-
age required for the National School
Lunch Program (Part 210), the Special
Milk Program for Children (Part 215),
the School Breakfast Program (Part
220) and the Food Service Equipment
Assistance Program (Part 230). All
four programs are subject to the same
audit requirement. Each respective
Part is hereby amended to implement
this requirement.

The regulatory amendments pre-
sented in this document affect the
audit coverage required for the school
nutrition programs (National School
Lunch Program, Special Milk Program
for Children, School Breakfast Pro-
gram, and Foool Service Equipment As-
sistance Program). The regulations
governing these programs were ex-
panded in 1975-76 to include the appli-
cable provisions of Federal Manage-
ment Circular 74-7. This Circular pre-
scribed uniform administrative re-
quirements for Federal grant pro-
grams, including a requirement that
grantee financial management systems
provide for biennial audits. Under the
school nutrition programs, the gran-
tees are the State agencies, and cer-
tain private School Food Authorities
for whom the Food and Nutrition
Service administers the programs di-
rectly. State administered School Food
Authorities, both public and private,
are subgrantees of the State agency.
Pursuant to the Circular provision,
the Food and Nutrition Service added
to each applicable Part of the regula-
tions the requirement that 'each re-
spective program .be audited at the
State agency and School Food Author-
ity level not less frequently than once
every two years. Such audits were to
be comprehensive, entailing coverage
of each program's "funds and oper-
ations."'

Since the promulgation of these
amendments, there have been many,
objections to the imposed audit re-
quirement. Many Federal, State. and
local officials have contended that
USDA is requiring excessive audit coV-
erage. Such coverage may be appropri-
ate for State agencies, and -for large
city school districts that account for
over eighty percent of USDA's pro-
gram disbursements. However, it
would impose a severe burden upon
the many small School Food Authori-
ties participating in the school nutri-
tion programs, and biennial audit cov-
erage of many such entities would not
be cost-effective. Thus, a need 'was
identified for a mechanism-'providing
relief to small School Food Authori-
ties without compromising the Gov-
ernment's interest.

.On September 12, 1977, the Office of
Management and Budget-issued OMB.
Circular A-102. This .document super-
ceded Federal Management Circular
74-7 and clarified several of the issu-

ing Agency's intentions that had been
ambiguously expressed in the latter.
One such ambiguous area concerned
required audit coverage. Attachment
G to OMB Circular A-102 clarified the
Office of Management and Budget's
intention'that every grantee and sub-
grantee organization, rather than
every Federal grant program operated
by such organization, must be audited
biennially. The Office of Management
and Budget envisioned that each audit
would include a random sample of the
Federal grant programs operated by
each auditee, and cover the auditee's
(1) financial management aafd (2) com-
pliance with the terms and conditions
of the Federal grants (i.e., those as-
pects of the regulations that affect the
auditee's .entitlement to Federal
funds.) C6nsequently, the audit- re-
quirement set forth in our current reg-
ulations exceeds the intent of the Cir-
cular with respect to both audit fre-
quency and audit scope. The amend-
ments presented in this document
would restrict the minimum audit cov-
erage required for the school nutrition
programs to that envisioned by the
Office of Management and Budget, as
well as provide relief from this re-
quirement to certain small School
Food Authorities. Due to the urgent
need to achieve prompt compliance
with the Circulars, it was considered
necessary to issue these amendments
as interim regulations rather than as
proposed rules, it being found imprac-
ticable and contrary to the public in-
terest to issue them as proposed rules.

All persons who desire to comment
on these interim regulations' are en-
couraged to do so. Comments are espe-
cially invited from State agency- and
"School Food Authority personnel di-
rectly involved in administering and
auditing the school nutrition pro-
grams. All ,written submissions re-
ceived pursuant to this notice will be
,made available for public inspection at
the School Programs Division, Food
and Nutrition Service, during regular
business hours (8:30 a.m. to 5:00 p.m.)
(7 CPR 1.27(b)).

7 CFR Chapter II is amended as fol-
lows:

PART 210-NATIONAL SCHOOL
LUNCH PROGRAM

1. In §-210.17, paragraph (a) is re-
vised to read as follows:

§ 210.17 Management evaluations and
audits.

(a)(1) In accordance with the plan
.submitted -under § 210.4a(b)(6), the
State agency shall ensure that all or-
ganizations within the State that ad-
minister or participate in the Program
covered by. this Part obtain audits as
required by Office of Management and
Budget Circulars A-102 or A-110, as

* applicable.' The term "organization",

as used in this section, shall refer to
the entity whose financial manage-
ment system controls the receipt, cus-
tody and disbursement of the Federal
grnt funds made available for the
Program. The audits shall ascertain
the effectiveness of the financial man-
agement systems and internal proce-
dures that have been established by
the auditee organization to meet the
terms and conditions -of its Federal
grants. It is not required that the Pro-
gram covered by this Part be included
in every audit. Rather, the audits shall
be conducted on an organization-wide
basis, and shall Include an appropriate
random sampling of Federal grant pro-
grams administered or operated by the
auditee organization. The Program
covered by this part shall be adequate-
ly represented in the universe from
which each such sample is selected.

(2) The State agency, or FNSRO
where applicable, shall establish pro-
cedures to ensure that it obtains the
following information pertaining to
each School Food Authority organiza-
tion 'under Its jurisdiction: (1) the
names of the Federal grant programs
included in.each audit obtained by the
School Food Authority pursuant to
the requirements of this Part, regard-
less of whether such programs include
the Program covered by this Part; and
(ii) the nature of. any deficiencies in-
trinsic to the auditee'a grants manage-
merit system as revealed by audit.
When system deficiencies, as discussed
in the preceding sentence, are report-
ed in audits that lid not specifically
test the program covered by this Part,
the State agency, or FNSRO where
applicable, should make, or cause to be
made, follow-up audits to determine
the impact of such deficiencies upon
the program covered by this Part. The
State agency, or FNSRO where appli-
cable, shall establish procedures to
assure timely and appropriate resolu-
tion of audit findings and recommen-
dations, including findings relating to
deficiencies such as those cited in
paragraph (a)(2)(l), above, which may
impact upon the Program covered by
this Part.

(3) Audits shall be made in accord-
ance with generally accepted auditing
standards, including the standards
published by the General Accounting
Office, Standards for Audit of Govern-
merital Organizations, Programs, Ac-
tivities and Functions. Audits may be
made by any of the following audit
groups: (I) School Food Authority and
State agency staff auditors who are to-
tally independent of the auditee: (i)
State Auditors General; (i11) State
Comptrollers; (iv) other comparable
independent State audit groups; (v)
Certified Public Accountants or (vi)
State licensed public accountants.

(4) Except as provided for in this
section, each organization at the State
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agency and School Food Authority sented in the universe from which
level shall obtain audits, meeting the each such sample is selected.
conditions discussed in this section, on (2) The State agency, or FNSRO
a continuing basis or at scheduled in- where applicable, shall establish pro-
tervals, usually 6nnually, but not less cedures to ensure that It obtains the
frequently than once every two years. following information pertaining to
The State agency, or FNSRO where each School Food Authority or child-
applickble, may elect not to require care institution organization under Its
this audit frequency of School Food Jurisdiction: (I) the names of the Fed-
Authority organizations to which Both eral grant programs included In each
of the following conditions apply. (i) audit obtained by the School Food Au-
the only Federal grant program or thority or child-care institution pursu-
programs operated by the School Food ant to the requirements of this part,
Authority organization are the Pro- regardless of whether such programs
gram covered by this part, the Special include the Program covered by this
Milk Program for Children, the part; and (i) the nature of any defi-
School Breakfast Program, the Food ciencies intrinsic to the auditee's
Service Equipment 'Assistance Pro- grants management system as revealed
gram, or any combination of such pro- by audit. When system deficiencies, as
grams; and (ii) the level of Federal discussed in the preceding sentence,
grant funds disbursed to the School are reported in audits that did not spe-
Food Authority organization in any cifically -test the Program covered by
fiscal year does not exceed $10,000; this Part, the State agency, or FNSRO
provided, however, that the State where applicable, should make, or
agency, 'or FNSRO where applicable, cause to be made, follow-up audits to
shallnake or require an audit of such - determine the Impact of stich.deficien-
a School Food Authority when condi- ces upon the Program covered by this
tions indicate a need for such an audit. part. The State agency, or FNSRO

where applicable, shall establish pro-
cedures to assure timely and appropri-
ate resolution of audit findings and

(Catalogue of Federal Domestic Assistance recommendations, including findings
No. 10.555) relating to deficiencies such as those

cited in paragraph (a)(2)(i), above,
which may Impact upon the Program

PART 215-SPECIAL MILK PROGRAM covered by this part.
FOR CHILDREN (3) Audits shall be made In accord-

ance with generally accepted auditing
2. In § 215.13, paragraph (a) is re- standards, including the standardsvised to read as follows: published by the General Accounting

§ 215.13 Management evaluations and Office, Standards for Audit of Govern-
auditst mental Organizations, Programs, Ac-

tivities and Functions. Audits may be
(a)(1) In accordance with tePlan made by any of the following audit

submitted under § 210Aa, § 225.8 or groups: (i) School Food Authority and
§ 226.7 of this chapter, the State State agency staff auditors who are to-
agency shall ensure that all organiza- tally independent of the alfditee; (ii)
tions within the State that administer State Auditors General; (111) State
or participate in the Program covered Comptrollers; (iv) other comparable
by this part obtain audits as required independent State audit groups; (v)
by Office of Management and Budget Certified Public Accountants or (vi)
Circulars A-102 or A-110, as applica- State licensed public accountants.
ble. The term "organization", as -sed (4) Except as provided for In this
in this section, shall refer to the entity section, each organization at the State
whose financial management system agency, School Food Authority and
controls the receipt, custody and dis- child-care institution level shall obtain
bursement of the Federal grant funds audits, meeting the conditions dis-
made available for the Program. The cussed in this section, on a continuing
audits shall ascertain the effectiveness basis or at scheduled intervals, usually
of the financial management systems annually, but not less frequently than
and internal procedures that have once every 2 years. The State agency,
been established by the auditee orga- or FNSRO where applicable, may elect
nization to meet the terms and condi- not to require this audit frequency of
tions of its Federal grants. It is not re- School Food Authority organizations
quired that the Program covered by to which both of the following condi-
this part be included in every audit. tions apply: (I) The only Federal grant
Rather, the audits shall be conducted program or programs operated by the
on an organization-wide basis, and School Food Authority organization
shall include an appropriate random are the Program covered by this part,
sampling of Federal grant programs the National School Lunch Program,
administered or operated by the audi- the School Breakfast Program, the
tee organization. The Program covered Food Service Equipment Assistance
by this part shall be adequately repre- PIogram, or any combination of such

59825

programs; and (fl) the level of Federal
grant funds disbursed to the School
Food Authority organization In any
fiscal year does not exceed $10,000;
provided, however, that the State
agency, or FNSRO where applicable,
shall make or require an audit of such
a School Food Authority when condi-
tions indicate a need for such an audit.
The provision of the preceding sen-
tence does not apply to child-care in-
stitutions as defined in §215.2(e) of
this part.

* S S S *

(Catalogue of Federal Domestic Assistance
No. 10.556.)

PART 220-SCHOOL BREAKFAST
PROGRAM

3. In § 220.15, paragraph (a) is re-
vised to read as follows.

§2205 Management .evaluations and
audits.

(a)(1) In accordance with the plan
submitted under § 210.4aCb(6), the
State agency shall ensure that all or-
ganizations within the State that ad-
minister or participate in the Program
covered by this Part obtain audits as
required by Office of Management and
Budget Circulars A-102 or A-110, as
applicable. The term "organization"
as used in this section, shall refer to
the entity whose financial manage-
ment system controls the receipt, cus-
tody and disbursement of the Federal
grant funds made available for the
Program. The audits shall ascertain
the effectiveness of the financial man-
agement systems and internal proce-
dures that have been established by
the auditee organization to meet the
terms and conditions of its Federal
grants. It is not required that the Pro-
gram covered by this Part be included
in every audit. Rather, the audits shall
be conducted on an organization-wide
basis, and shall include an appropriate
random sampling of Federal grant pro-
grams administered or operated by the
auditee organization. Thle Program
covered by this Part shall be adequate-
ly represented n the universe from
which each such sample is selected.

(2) The State agency, or FNSRO
whdre applicable, shall establish pro-
cedures to insure that It obtains the
following information pertaining to
each School Food Authority organiza-
tion under Its jurisdiction: (I) The
names of the Federal grant programs
included in each audit obtained by the
School Food Authority pursuant to
the requirements of this Part, regard-
less of whether such programs include
the Program covered by this Part; and
(WI) the nature of any deficiencies in-
trinsic to the auditee's grants manage-
ment system as revealed by audit.
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en system deficiencies, as discussed
Ihe preceding sentence, are report-
n audits that did not specifically
the Program covered by this Part,
State agency, or FNSRO where

PART 230-NONFOOD ASSISTANCE
I o PROGRAM

4. In § 230.14, paragraph (a) is re-
vised to read as follows:

, § 230.14 lfanagement evaluations andle, follow-up audits to determine audits.
impact of such deficiencies upon
Program covered by this Part. The -(a)(1) Each State agency shall
;e agency, or FNSRO where appli- ensure that all organizations within
e, shall establish , procedures to the State that administer or partici-
ee timely and appropriate resolu- pate in the Program covered by thisore timely anding apprnra reo - part obtain audits as required by
of audit findings and recommen- Office of Management and Budget

ons including findings relating to - Circulars A-102 or A-110, as applica-
ciencies such as those cited in ble. The term "organization", as used
graph (a)(2)(il) above, which may in this section, shall refer to the entity

act upon the Program covered by whose financial management system
Part. controls the receipt, custody and dis-
Audits'shall be made in accord- bursement of the Federal grant funds
with generally accepted auditing made available for the Program. The-

dards, including the standards audits shall ascertain the effectiveness
ished by the General Accounting of the financial management systems
ce, Standards for Audit of Govern- and internal procedures that have
tal Organizations, Programs, Ac- been established by the auditee orga-
ies and Funbtions. Audits may be nization to meet the terms and condi-
.e by any of the following audit tionsdf its Federal grants. It is not re-
ips: (I) School Food Authority and quired that the Program covered by
e agency staff auditors who are to- this part be included in every audit.

independent of the auditee; (ii) Rather, the audits shall be conducted
e Auditors General; (iII) State on an organization-wide basis, and

comparable shall include an appropriate randomLptrollers;, (iv) other sampling of Federal grant progrimspendent State audit groups; (v) administered or operated by the audi-
[fled Public Accountants or- (vi) tee organization. The Program covered
e licensed public accoufitants. - - by this part shall be adequately repre-
) Except as provided for in this sented in the universe from- which
on, each organization at the State each such sample is selected,
icy and School Food Authority (2) The State agency, or FNSRO

shall obtain audits, meeting the where applicable, shall establish pro-
[tions discussed in this section, on cedures to ensure that it obtains the
ntinuing basis or at scheduled in- following information pertaining to
als, usually annually, but not less each School Food Authority organiza-
uently than once every 2 years. tion under its jurisdiction: (i) The
State agency, or FNSRO where names of the Federal grant programs

icable, may elect not -to require included in each audit obtained by the
audit frequency of School Food School Food Authority pursuant to

hority organizations to which both -the requirements of this part, regard-
he following conditions apply: () less of whether such Programs include

eollowinrgrntroapl: o) the Program covered by this part; and
only Federal grant program or (ii) the nature of any deficiencies in-

,rams operated by the School Food trinsic to the auditee's grants manage-
ority organization are the Pro- ment system as revealed by audit.

a covered by this Fart, the Nation- When system deficiencies, as discussed
chool Lunch Program, the Special in the preceding sentence, are report-

Program for Children, the Food ed In audits that did not specifically
ice Equipment- Assistance Pro- test the Program covered by this part,
n,i or any combination of such pro- the State agency; or FNSRO where
ns; and (il) the level of Federal applicable, should make, or cause to be
.t funds disbursed to the'School made, follow-up audits to determine
I Authority organization in any the impact of such deficiencies dpon
.1 year does not exceed $10,000; the Program covered by this part. The
ided however, that the State State agency, or FNSRO where appli-
cy, or FNSRO where applicible, cable, shall'establish procedures to
[make or require an audit of such -assure timely and appropriate resolu-
hool Food Authority when condi- tion of audit findings and recommen-
indicate a need for such an audit. -dations, including findings relating to

deficiencies- such as those cited in
* * * * paragraph (a)(2)(ii), above, which may

alogue of Federal Domestic Assistance impact upon the Program covered by
0.553) this part.

(3) Audits shall be made In accord-
ance with generally accepted auditing
standards, including the standards
published by the General Accounting
Office, Standards for Audit of Govern-
mental Organizations, Programs, Ac-
tivities and Functions. Auqits may be
made by any of the following audit
groups: (1) School Food authority and
State agency staff auditors who are to-
tally independent of the auditee; (1i)
State Auditors General; (fit) State

* Comptrollers; (Iv) other comparable
independent State audit groups; (v)
Certified Public Accountants or (vi)
State licensed public accountants.

(4) Except as provided for in this
section, each organization at the State
agency and School Food Authority
level shall obtain audits, meeting the
conditions discussed in this section, on
a continuing.basis or at scheduled in-
tervals, usually annually, but not less
frequently than one every two years.
The State agency, or FNSRO where
applicable, may elect not to require
this audit frequency of School Food
Authority organizations to which both
of the following conditions apply: (1)
The only Federal grant program or
programs operated by the School Food
Authority organization are the Pro-
gram covered by this part, the Nation-
al School Lunch Program, the Special
Milk Program for Children, the
School Breakfast Program, or any
combination of such programs; and (ii)
the level of Federal grant funds dis-
bursed to the School Food Authority
organization in any fiscal year does
not exceed $10,000; provided, however,
that the State agency, or FNSRO
where applicable, shall make or re-
quire an audit of such a School Food
Authority: when conditions Indicate a,
need for such an audit.

(Catalogue of Federal domestic Assistance
No. 10.554)

NoTE.-The Food and Nutrition Service
has determined that this document does not
contain a major proposal requiring propara.
tion of an Economic Impact statement
under Executive Order 11821 and OMB Cir-
cular A-107.
(Pub. L. 89-642, 80 Stat. 885-800, as amend
ed by the Child Nutrition Act of 1060)

Dated: December 19, 1978.

CAROL TucxER FOREmAN,
Assistant Secretary.

(FR Doe. 78-35841 Filed 12-21-78; 8:48 am]
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[3810-02-M]

CHAPTER IX-AGRICULTURAL MAR-
KETING SERVICE (MARKETING
AGREEMENTS AND ORDERS;
FRUITS, VEGETABLES, NUTS), DE-
PARTMENT OF AGRICULTURE

ELemon Reg. 178; Lemon Reg. 177, Amdt. 1]

PART 910-LEMONS GROWN IN
CALIFORNIA AND ARIZONA

Limitation of Handling

AGENCY: Agricultural Marketing
Service, USDA.

ACTION: Final rule.

SUMMARY: This action establishes
the quantity of California-Arizona
lemons that may be shipped to the
fresh market during the period De-
cember 24-30, 1978, and increases the
quantity of such lemons that may be
so shipped during the period Decem-
ber 17-23. Such action is needed to
provide for orderly marketing of fresh
lemons for the periods specified due to
the marketing situation confronting
the lemon industry.

DATES: The regulation becomes ef-
-fective December 24, 1978, and the

amendment is effective for the period
December 17-23, 1978.

FOR FIURTHER INFORMATION
CONTACT'

Charles R. Brader, (202) 447-6393.

SUPPLEMENTARY INFORMATION:
Findings. Pursuant to the marketing
agreement, as amended, and Order No.
910, as amended (7 CFR Part 910), reg-
ulating the handling of lemons grown
in California and Arizona, effective
under the Agricultural Marketing
Agreement Act of 1937, as amended (7
U.S.C. 601-674), and upon the basis of
thd recommendations and information
submitted by -the Lemon Administra-
tive Committee, established under this
marketing order, and upon other in-
formation, it is found that the limita-
tion of handling of lemons, as hereaf-
ter provided, will tend to effectuate
the declared policy of the act. This
regulation has not been determined
significant under the USDA criteria
for implementing Executive Order
12044.

The committee met on December 19,
1978, to consider supply and market
conditions and other factors affecting
the need for regulation, and recom-
mended quantities of lemons, deemed
advisable to be handled during the
specified weeks. The committee re-
ports the demand for lemons is easier.

It is further found that it is imprac-
ticable and contrary to the public in-

terest to give preliminary notice,
engage in public rulemaking, and post-
pone the effective date until 30 days
after publication In the FEDERAL REG-
isTER (5 U.S.C. 553). because of insuffi-
cient time between the date when in-
formation became available upon
which this regulation and amendment
are based and the effective date neces-
sary to effectuate the declared policy
of the act. Interested persons were
given an opportunity to submit infor-
mation and views on the regulation at
an open meeting, and the amendment
relieves restrictions on the handling of
lemons. It is necessary to effectuate
the declared purposes of the act to
make these regulatory provisions ef-
fective as specified, and handlers have
been apprised of such provisions and
the effective time.

§ 910.478 Lemon RegulatIon 178.

Order. (a) The quantity of lemons
grown in California and Arizona which
may be handled during the period De-
cember 24, 1978, through December
30, 1978, is established at 190,000 car-
tons.

(b) As used in this section, "han-
dled" and "carton(s)" mean the same
as defined in the marketing order.

§ 910.477 (Amended).

2. Paragraph (a) of § 910.477 Lemon
Regulation 177 (43 FR 58542) is
amended to read as follows: "The
quantity of lemons grown In Califor-
nia and Arizona which may be han-
dled during the period December 17,
1978, through December 23, 1978, is es-
tablished at 250.000 cartons."
(Secs. 1-19,48 Stat. 31, as amended; 7 U.S.C.
601-674)

Dated: December 21, 1978.
CHARLS R. BRADEn,

Director, Fruit and Vegetable Di-
.vision, Agricultural Marketing
Service.

EFR Doc 78-35921 Filed 12-21-78: 1112 am3

[341 6-5-MJ

CHAPTER XIV-COMMODITY CREDIT
CORPORATION, DEPARTMENT OF
AGRICULTURE

SUBCHAPTER B-LOANS, PURCHASES AND
I OTHER OPERATIONS

PART 1425-COOPERATIVE
MARKETING ASSOCIATIONS

Subpart-Eligibility Requirements for
Price Support

MIscELANEoUs Amrmmiuzxs;CORREMTON

AGENCY: Commodity Credit Corpo-
ration, USDA.

ACTION: Final Rule.

SUMMARY: An amendment specify-
ing 15 days as the period of time in
which an approved cooperative, par-
ticipating In a price support program,
must distribute to Its members pro-
ceeds received through CCC price sup-
port loans and purchases was issued
on February 3, 1978, and published in
the FERAL Rsssa (43 FR 4589).
The authority citation for this action
was inadvertently omitted. This docu-
ment is being.published to show the
proper authority citation.

EFFECTIVE DATE, The final rule
became effective on February 3, 1978.

FOR FURTHER INFORMATION
CONTACT.

Charlie B. Robbins (ASCS), 202-447-
4634, P.O. Box 2415, Washington,
D.C. 20013.

FtAL RULE

The amendment to 7 CFR Part 1425
(43 PR 4589) is amended to add at the
end thereof the citation for the
amendment as follows:

(Sees. 4 and 5, 62 Stat. 1010, as amended (15
U.S.C. 714b and c); Secs. 101. 103. 203, 301,
401. 63 Stat. 1051, as amended (7 US.C.
1444(a). 1441,1446d, 1447,1421(a)).)

Signed at Waihington, D.C., on De-
cember 15, 1978.

RAY FITZGERALD,
Executive Vice President,

Commodity Credit Corporation.
[FR Doc. 78-35575 File 12-21-78; 8:45 am]

[3410-07-M]

CHAPTER XVIII-FARMERS HOME
ADMINISTRATION, DEPARTMENT
OF AGRICULTURE

SUBCHAPTER P-GUARANTEED LOANS

PART 1980-GENERAL

Subpart E-Business and Industrial
Loan Programs

ELII BILIY CRauI AND LOAN
PURPOSES AND PROCESSING OF

CLEARANCES

AGENCY: Farmers Home Administra-
tion. USDA.
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ACTION: Final rule.

SUMMARY: The -Farmers Home Ad-
ministration (FmHA) amends its regu-
lations pertaining to the Business and
Industrial loan program. The intended
effect of this action is to expand the
eligibility criteria and loan purposes
and expedite the processing of clear-
ances requlrdd in the program. This
action results from recent legislation
and internal administrative processing
changes.
EFFECTIVE DATE: December 22,
1978.
FOR FURTHER INFORMATION-
CONTACT: -

Darryl H. Evans, Loan Specialist,
telephone 202-447-4150. •

SUPPbMENTARY INFORMATION:
Various sections of Subpart E of Part
1980, Chapter XVIII, Title 7, Code of
Federal Regulations are amended. Sec-
tion 1980.402(a) whIch, sets forth the

-definitions for the program is expand-
ed by amendink paragraphs (f) and (g)
dealing with the definition of State.
The change adds Guam, American
Samoa, and the Northern Mariana Is-
lands. This amendment is made in ac-
cordance with provisions of the Agri-
cultural Credit Act of 1978, Pub. L. 95-
334, which was effective August 4,
1978.

Section 1980.411(aY is amended to
add an additional subparagraph (16)
which includes aquaculture as-an eligi-
ble loan purpose. This change is made
in accordance with provisions of the
Agricultural Credit Act of 1977, Pub.
L. 95-113, which was effective Septem-
ber 29, 1977.

Section 1980.451, paragraphs B3(c)
and "Note" under the heading "Ad-
ministrative" is revised to exempt
loans of $1 million and under from the
character evaluation adniinistrative
process. This action was necessitated
by the fact that the Inspector General
of U.S. Department of Agriculture
could no longer process all the tl'ou-
sand-- of Forms FnHA 449-4, "State-
ment of Personal History," sin= such.
procedures were not cost effective.
The State Director may process Form
FmHA 4"49-4 for any project, regard-
less of size, that he or she believes is in
the best interest of the Government.
Form FmHA 449-4 will still be re-
quired of the applicant on loans of .$1
million or less as part of the overall
application package. The lender is re-
sponsible 'for assuring that Form
FmHA 449-4 is completed accurately.
This chiknge will reduce the processing
workload considerably and is consist-
ent with other recent afnendments on
processing and approving loan applica-
tions. It.will also reduce overall loan
processing time on- smaller applica-
tions. Since this change is procedural
In nature and the above, changes are

RULES AND- REGULATIONS

mandated by recent legislation, publi-
cation- In prior rule making format is
unnecessary.

Accordingly, Subpart E of Part 1980
is amended as follows:

§ 1980.402 [Amended]
1. Section 1980.402(f) is amended by

deleting the first "comma" after the
word "State" and the words "the Com-
monwealth of Puerto Rico, or' the
Virgin Islands" froafi the first sen-
tence.

2. Section 1980.402(g) is revised to
read as follows:

§ 1980.402 Definitions.

* * * * *

(g) State. Any of the fifty states, the
Commonwealth of Puerto Rico, the
Virgin Islands of the United States,
Guam, American Samoa, and the
Commonwealth of the Northern Mari-
ana Islands.

*. * * * S

3. Section 1980.4i1(a) is amended by
adding a new subparagraph (16) which
reads as follows:

§ 1980.411 Loan purposes.
(a) Private entrepreneurs. *

* ,* * 2 * *

(16) Aquaculture including conserva-
tion, development, and utilization of
water for aquaculture purposes. Aqua-
culture means the culture or husband-
ry of aquatic animals or plants by pri-
vate industry for the purpose of creat-
ing or agumenting publicly-owned and
regulated stocks of fish.

S * *

- 4. In § 1980.451, paragraph B3(c) and
"Note" under "Administrative" is re-
vised to read as follows:

§ 1980.451 -Filing and processing. applica--

_A.DMfI5STRATI'

* * *

B: The State Director:

3.***

(c) Form PmiHA-449-4 (5
loans over $1,000,000 or for I
of size, where the State Dir
character evaluation Is advisa
should be advised that these
take. approximately- 60"days
that the National Office will
to expedite such processing.

Norz.-Forms FmIA 449-2 and 449-4
should only be processed if a complete
preapplication or application has been re-
ceived.

(7 U.S.C. 1989; delegation of authority by
the Secretary of Agriculture, 7 CFR 2.23:
delegation of authority by the Assistant
Secretary of Agriculture for Rural Develop.
ment, (7 CFR 2.70.)

NoTz.-ThIs document has been reviewed
In accordance with FmHA Instruction 1901-
G, "Environmental Impact Statement," It Is
the determination of FmHA that the pro-
posed action does not constitute a major
Federal action significantly affecting the
quality of the human environment and, in
accordance with the National Environmen-
tal Policy Act of 1969, Pub. L. 91-190, an En.
vironmental Impact Statement is not re-
quired.

This regulation has not been determined
significant under the USDA criteria imple-
menting Executive Order 12044.

Dated: December 11, 1978.

A. JENvNGs Ong,
ActingAdministrator,

Farmers HomeAdministration.
[FC Doe. 78-35576 Filed 12-21-78; 8.45 am]

[3410-37-M]

CHAPTER XXVIII-FOOD SAFETY,
AND QUALITY SERVICE (FRUIT
AND VEGETABLE QUALITY DIVI-
SION), DEPARTMENT OF AGRICUL-
TURE

SUBCHAPTER E-EXPORT AND DOMESTIC
CONSUMPTION PROGRAMS

PART 2680-FRESH IRISH POTATOES

Subpart-Fresh Irish Potatoes-

Livestock Feed Diversion Program

CoRuECTION

AGENCY: -Food Safety and Quality
Service, USDA.
ACTIOT: Final rule-correction.

• • ..SUfMIARY: This document corfccts
the chapter number appearing twice
in F R Doe. 78-33055 regarding the
Livestock Feed Diversion Program.

EFFE TIVE DATE: November 20,
1978..
FOR FURTHER INFORMATION
CONTACT:

D. A. Thibeault, Chief, Commodity
Procurement Branch, Fruit and
Vegetable Quality Division, Food

copies) for all- Safety and Quality Service, U.S. De-
oans, regardless partment of Agriculture, Washing-
ector believes a ton, D.C. 20250, (202) 447-2781.
abe, Applicants
clearances will
to process -and

I take no action

- FINAL RuLr,-CoRRECTION-

In FR Doe. 78-33055 appearing at
page 54921 in the FDwEAL REGISTER Of
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Friday, November 24, 1978, the follow-
ing corrections are made: '

1. In the document -heading, refer-
ence to "Chapter I" is corrected to
read "Chapter XXVII."

2. The amendatory language to Part
2880 is corrected to read as follows:

"Accordingly, 7 CFR, Chapter
XXVIIL is amended by adding a new
Subchapter E, Part 2880 to read as ;ol-
lows:"

Done at Washington, D.C., on De-
cember 19, 1978.

D. I. HoUSTON,
ActingAdministrato,

Food Safety and Quality Service.
FR Doe. 78-35663 Filed 12-21-78; 8:45 am]

[6320-01-M] -

Title 14-Aeronautics and Space

CHAPTER Il-CIVIL AERONAUTICS
BOARD

SUBCHAPTER A-ECONOMIC REGULATIONS

[Reg. ER-1085; Amdt. of CH I1

ORGANIZATIONAL CHANGE

Adopted by the Civil Aeronautics
Board at its office in Washington,
D.C., December 14,1978..
AGENCY: Civil Aeronautics 8oard.

ACTION: Final rule.

SUMMARY: This rule reflects the
consolidation of the Bureau of Fares
and Rates and the Bureau of Operat-
ing Rights into a new Bureau of Pric-
ing and DomesticAviation..

DATES: Effective: December 14, 1978.
Adopted: December 14, 1978.
FOR FURTHER , INFORMATION
CONTACT:.

Mark Schwimmer, Office of General
Counsel, Rules Division, Civil Aero-
nautics - Board, 1825 Connecticut
Avenue, Washington, D.C. 202-673-
5442.

SUPPLEMENTARY INFORMATION
For the reasons discussed in OR-140,
we have consolidated the Bureau of
Fares and Rates and the Bureau of
Operating Rights into a new Bureau
of Pricing and Domestic Aviation. The
consolidation is reflected in specific
amendments to Parts 312, 384, 385,
and 387, which are made in PR-185
and OR-140 through OR-142, respec-
tively. Those amendments are also.
being issued today.

This rule substitutes the new bu-
reau's name for the two old names in
all other Board regulations. Since this
rule is administrative in nature, affect-
ing rules of agency, organization and
procedure, we find that notice and
public procedure are unnecessary and

that the rule may be effective immedi-
ately.

Accordingly, the Civil Aeronautics
Board amends all its regulations (14
CFR Chapter II), except Parts 312,
384, 385, and 387, as follows:

"Bureau of Fares and Rates" and
"Bureau of Operating Rights" are re-
placed by "Bureau of Pricing and Do-
mestic Aviation" wherever they
appear.-
(Sec. 204(a), Federal Aviation Act of 1958. as
amended, '2 Stat. 743 (49 U.S.C. 1324); Re-
organization Plan No. 3 of 1961,7 5 Stat. 837,
26 FR 5989 (49 U.S.C. 1324 (note)).)

By the Civil Aeronautics Board.

PHYLIs T. KAYnon,
Secretary.

[FR Doc 78-35684 Filed 12-21-78; 8:45 am]

[6320-01-M]

[ER,-1087; Economic Regulations
Amendment No. 24 to Part 214]

PART 214-TERMS, CONDITIONS,
AND LIMITATIONS OF FOREIGN
AIR CARRIER PERMITS AUTHORIZ-
ING CHARTER TRANSPORTATION
ONLY

Editorial Amendment

AGENCY: Civil Aeronautics Board.

ACTION: Editorial amendment.

SUMMARY: The Board Is correcting a
drafting error in 14 CFR 214.7(b)(8).
The last sentence of the proviso
should refer to subparagraph (4)
rather than to subparagraph (3). This
editorial amendment is issued by the
undersigned pursuant to the delega-
tion of authority from the Board to
the General Counsel in 14 CPR 385,19.
Procedures for review of this amend-
ment are set forth in Subpart C of
Part 385 (14 CPR 385.50 through
385.p4).
DATES: Effective: January 8, 1979;
Adopted: December 14, 1978.
FOR FURTHER INFORMATION
CONTACT.

Richard B. Dyson, Civil Aeronautics
Board, Office of the General Coun-
sel, 1825 Connecticut Avenue, N.W.,
Washington, D.C. 20428, 202-673-
5442.

The Board hereby amends the last
sentence of the Proviso of 14 CFR
214.7(b)(8) to read as follows:

-Provided, * " *
With respect to subparagraphs (1),

(2), and (4), of paragraph (b), each
person engaging less than the entire
capacity of an aircraft shall contract
and pay for 40 seats, except that, If
the entire capacity of an aircraft

having less than 80 seats is engaged by
no more than two persons described in
paragraph (b), then either one of such
persons may contract and pay for a
minimum of 20 seats.
(Section 204 of the Federal Aviation Act of
1958, as amended, 72 Stat. 743; 49 US.C.
1324.)

By the Civil Aeronautics Board:

PB= J. BA=s, Jr.,
General Counsel

[FR Do=. 78-35823 Piled 12-21-78; 8:45 am]

[6320-01-M]

EER-1086; Economic Regulation
Amendment No. 13 to Part 2501

PART 250-OVERSALES

Editorial Amendment

AGENCY: Civil Aeronautics Board.

ACTION: Editorial amendment.

SUMMARY: This rule clarifies the ap-
plicability of the Board's regulations
for overbooking to make it clear that
they apply to carriers certificated
under the dormant authority and
automatic entry provisions of the Act.

DATES: Effective: January 8, 1979.
Adopted: December 14,1978.
FOR F URTEHER INFORMATION
CONTACT.

Joseph A. Brooks, Office of the Gen-
eral Counsel, Civil Aeronautics
Board, 1825 Connecticut Avenue,
NW., Washington; D.C. 20428; 202-
673-5442.

SUPPLEMENTARY INFORMATION:
The Airline Deregulation Act of 1978
(Pub. L. 95-504) amended section 401
of the Act by- providing for certifica-
tion applications to provide air trans-
portation where the present certificat-
ed carrier has not provided, minimum
service and the route authority is
thereby dormant. The newly certifi-
cated carrier must then provide the
minimum scheduled service. It also
provides for certification under the
automatic entry program..

Since these dormant authority and
automatic entry carriers will be pro-
viding essentially the same service
under sections 401(d)(5) and 401(d)(7)
of the Act, respectively, as those certi-
ficated under sections 401(d)(1) or
401(d)(2) of the Act, the Board's over-
booking regulations under Part 250 of
the Economic Regulations (14 CFR
Part 250) should apply to them.

In order to conform these regula-
tions to the deregulation amendments,
the definition of a carrier under Part
250 Is amended to include those carri-
ers certificated under sections
401(d)(5) and 401(d)(7) of the Act.

This amendment, which is editorial
and conforming in nature, is issued
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pursuant to the delegation-of authori-
ty from the Board to the General
Counsel in §385.19 of the Organiza-
tion Regulations. Procedures for
review of. this amendment are set
forth in Subpart C of Part 385 (14
CFR §§ 385.50 through 385.54).

Accordingly, the Board amends the
definition of "carrier" in § 250.1 of its
Economic Regulations (14 CFR-
§ 250.1) to read as follows:

§ 250.1 . Definitions.

* * . $ $

"Carrier" means (a) an air carrier,
except a helicopter operator, holding a
certificate issued by the Board pursu-
ant to sections 401(d)(1), 401(d)(2),
401(d)(5), or 401(d)(7) of the Act, au-
thorizing the transportation of per-
sons, or (b) a foreign route air carrier
holding a permit issued by the Board
pursuant to section 402 of the Act au-
thorizing the transportation of per-
sons.

*. * - * * $

(Sections 204(a) and 401 of the Federal'Avi-
ation Act of 1958, as amended, 72 Stat. 743,
754 (as amended); 49 U.S.C. 1324, 1371. Re-
organization Plan No. 3 of 1961, 75 Stat. 837,
26 FR 5989; 49 U.S.C. 1324 (note). Pub. L.
95-504.)

By the Civil Aeronautics Board.

?HILIP J. BAKEs, Jr.,,
General CounseL

[FR Doc. 78-35697 Filed 12-21-79; 8:45 am3

[6320-01-M]

SUBCHAPTER B-PROCEDURAL REGULATIONS

[Reg. PR-185; Amdt. No. 3]

PART 312-IMPLEMENTATION OF
THE NATIONAL ENVIRONMENTAL
POLICY ACT, INCLUDING THE
PREPARATION OF ENVIRONMEN-
TAL IMPACT STATEMENTS

Bureau of Pricing and Domestic
Aviation

Adopted by the Civil Aeronautics
Board at its office in Washington,
D.C., December 14, 1978.

AGENCY: Civil Aeronautics Board.

ACTION: Final rule.

SUMMARY: This rule amends Part
312 of the Board's Procedural Regula-
tions to reflect the consolidation of
the Bureau of Fares and Rates and
the Bureau of Operating Rights in a
new Bureau of Pricing and Domestic
Aviation.

DATES: Effective: December 14, 1978.
Adopted: December 14, 1978.

RULES AND REGULATIONS

FOR- FURTHER INFORMATION
CONTACT:

Mark Schwimmer, Office of General
Counsel, Rules Division, Civil Aero-
nautics Board, 1825 Connecticut
Avenue, NW., Washington, D.C.,
.GU.-0 I O--O'±. .

SUPPLEMENTARY INFORMA
Further information about th
solidation of the two bureaus
fotind in OR-140, which Is also
adopted today. Since this amen
is administrative in nature, aft
rules of agency organization an
cedure, the Board finds that
and public procedure are unnec
and that the rule may become
tive immediately.

Accordingly, the Civil Aeron
,Board amends Part 312 of its
dural Regulations (14 CFR Pai
as follows:

In § 312.8, paragrap4 (a) is an
in part'to read:

§312.8 Designation of responsibl
cials..

(a) The Director of the Bur
Pricing and Domestic Aviation
Director of-the Bureau of Interi
al Aviation, or their designees,.
signed *

(See. 204(a), Federal Aviation Act of
amended, 72,Stat. 743, (49 U.S.C. 132
organization Plan No. 3 of 1961, 75 S
26 FR 5989, (49 U.S.C. 1324 (note)).)

By the Civil Aeronautics Board
PHYLL s T. KAYL

Secre
(FR Doc. 78-35683 Filed 12-21-78; 8:

[6320-1-M]
S SUBCHAPTER E-oRGANIZATION

REGULATION

[Reg. OR-140; Amdt. No. 13]

PART 384 -STATEMENT OF OR
ZATION, DELEGATION OR
THORITY, AND AVAILABILIT
RECORDS AND INFORMATIOI

Creation of Bureau of Pricing
Domestic Aviation

Adopted by the Civil Aeron
Board at its office in Washi
D.C.; December 14, 1978.
AGENCY. Civil Aeronautics Boa
ACTION: Final Rule.
SUMMARY: This rule amend
Boards' general statement of org
tion to reflect the consolidation
Bureau of Operating Rights ax
Bureau of Fares and Rates in
Bureau of Pricing and Domesti

atlon. Specific delegations of authority
are amefided in OR-141, which is
being Issued simultaneously with this
rule.

DATES: Effective: December 14, 1978.
Adopted: December 14, 1978.

FOR FURTHER INFORMATION
TION: CONTACT:
e con- Mark Schwimmer, Office of Generalcan be* -
being Counsel, Rules Division, Civil Aero-dment nautics Board, 1825 Connecticut

ecting Ave., NW., Washington, D.C., 202-
id pro- 673-5442.
notice SUPPLEMENTARY INFORMATION:
:essary This amendment reflects the consoli-
effec- dation of the Bureau of Operating

Rights (BOR) and the Bureau of
nautics Fares and Rates (BFR) into the
Proce- Bureau of Pricing and Domestic Avi-
t 312) atilon (BPDA). The new bureau per-

forms all the functions of the two
nended former bureaus. BPDA's functions

therefore include, among others:

e offi. 1. Awarding of domestic route au-
thority;

2. Formulating all pricing policy (do-
eau of mestic and international);
nd the 3. Processing and performing re-
nation- quired staff work for all fare,'rate and
are as-- tariff work;

4. Approving or disapproving of ex-
emption applications except those in-

* volving international matters; and
1958, as 5. Administering the subsidy, pro-
24); Re- gram.
tat. 837, The principal reasons for this reor-

ganization are to integrate route li-
censing and pricing work of the Board
staff in order to encourage new and

OR, existing carriers to offer new domestic
tary. service at lower fares, and to provide
45 am] primary organizational focus for plan-

ning, preparing for, and administering
regulatory reform amendments to the
Federal Aviation Act. In addition to

L processing' the day-to-day work, this
AL new responsibility will require the

Bureau to advise the Board in the de-
velopment of a variety of new regula-
tory policies and procedures needed to
create more competition, reduce regu-

GANI£ latory delays, and bring to constners
AU-' the benefits of less expensive and

Y OF more widely available aviation serv-
Ices, principally in the domestic area,

Responsibility for international
and route award cases involving low fare

proposals will be shared by the Bureau
of Pricing and Domestic Aviation and

autics the. Bureau of International Aviation
ngton, to ensure that the staff case adequate-

ly explores alternatives and reflects
rd. Board policy.

,Specific delegations of authority in
Part 385 are being amended in OR-

Ls the 141, and conforming amendments are
:aniza- being made to Parts 312 and 387 in
of the PR-185 and OR-142, respectively. Sub-
id the stitution of the new bureau name in
to the all other parts of the Board's regula-
.c Avi - tions is effected by ER-1085. These
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amendments are also being issued the Bureau of Pricing and Domestic
today. Aviation.

Since these amendments are admin- DATES: Effective: December 14, 1978.
istrative in nature, affecting rules of Adopted: December 14, 1978.
agency organization and procedure, we
find that notice and public procedure FOR FURTHER INFORMATION
are unnecessary and that the rules CONTACT:
may be effective immediately. Mark Schwimmer, Office of General

Accordingly, the Civil Aeronautics Counsel, Rules Division, Civil Aero-
Board amends Part 384 of its Organi- nautics Board, 1825 Connecticut
zation Regulations (14 CFR Part 384) Avenue, NW., Washington, D.C.,
as follows: 202-673-5442:

In § 384.7, paragraph (c) is amended, SUPPLFEENTARY INFORMATION:
and paragraph (d) is revoked and re- For the reasons discussed in OR-140,
served to read: -which is being issued simultaneously

§ 384.7 Organization and delegation of au- with this rule, we are amending the
thority, delegations of authority that appear

in Part 385 of the Organization Regu-
. . . . . lations.

The delegations to the Director of
(c) The Bureau of Pricing and Do- the Bureau of Operating Rights

mestic Aviation, which is the Board (BOR) currently appear in § 385.13. A
component involved in ratemaking delegation to the Director of the
and, except in matters involving for- . Bureau of Fares and Rates (BFR) ap-
eign air transportation, the licensing pears in §385.14.1 In accordance with
and maintenance of proper competi- these bureaus' replacement by the
tive conditions among air carriers. Bureau of Pricing and Domestic Avi-
This Bureau handles matters involving ation (BPDA), this amendment corn-
commercial passenger, baggage, and bines the two sections in a retitled
freight rates, service mail rates, subsi- § 385.13 and revokes § 385.14. All por-
dy rates, and military charter rates. It tions of the current §385.13 retain
also handles domestic air transporta- their paragraph- designations 2 and the
tion matters involving certificates, ex- delegation now in § 385.14 is added on
emptions, and mergers for scheduled, as a new § 385.13(pp).
charter, helicopter, and all-cargo air By virtue of § 385.7,3 the Director of
carriers, air taxi operators, and freight BFR has also had the authority dele-
forwarders. gated to BFR division and section

(d) [Reserved]. chiefs in §§ 385.14a, .15, .16, and .16a.
The transfer of this authority to the

. . . . . Director of BPDA is therefore effected
by merely substituting the new bureau

(Sec. 264(a), Federal Aviation Act of 1958, as name for "Bureau of Fares and Rates"
amended, 72 Stat. 743, (49 U.S.C. 1324); Re- wherever, that name appears. To re-
organization Plan No. 3 of 1961, 75 Stat. 837, flect a reorganization of the divisions
26 FR 5989, (49 U.S.C. 1324 (note)).) and sections within BPDA, §§ 385.15

By the Civil Aeronautics Board. and 385.16a are being retitled. Similar-
P~ s T. KAYLOR, ly, the functions formerly exercised by

Pecrtars T.- 'the Chief, Passenger and Cargo Rates
Division (§385.14a) and the Chief,

[FR Doe. 78-35685 Filed 12-21-78; 8:45 am] Government Rates Division (§ 385.16)
are being combined in a newly titled
§385.16, delegating authority to the

[6320-01-M] Associate Director, Pricing. In connec-

[Reg. OR-141; Anidt. No. 771

PART 385-DELEGATIONS AND
REVIEW OF ACTION UNDER DELE-
GATION: NONHEARING MATTERS

Creation of Bureau of Pricing and
Domestic Aviation

Adopted by the Civil Aeronautics
Board at its office in Washington,
D.C., December 14, 1978. .
AGENCY: Civil Aeronautics Board.

ACTION: Finbl rule.
SUMMARY: This rule amends the
Board's delegations of authority to re-
flect the consolidation of the Bureau
of Operating Rights and the Bureau
of Fares and Rates into a new bureau,

FEDERAL

'This §385.14 was inserted in Part 385 by
OR-124, adopted December 1, 1977 (42 FR
61858, December 7, 1977). That amendment
redesignated the prior § 385.14 as § 385.14a
(Delegation to the Chief; Passenger and
Cargo Rates Division, BFR). The consolida-
tion of §385.14a Into §385.16 is discussed
below.,2Only § 385.13(JJ) Is being changed in sub-
stance. Until now It has delegated to the Di-
rector of BOR the authority to take certain
tariff-related actions with the concurrence
of the Director of BFR. With the functions
of both directors being assumed by the Di-
rector of BPDA. the concurrence require-
ment becomes meaningless, and is therefore
being deleted.

3§385.7 specifies In relevant part that a
delegation to a staff ]iember below the rank
of a bureau director is also considered to be
a delegation to the staff member's bureau
director himself.
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tion with this combination, an obso-
lete delegation relating to U.S. Armed
Forces in South Vietnam (§ 385.14a(h))
Is being deleted.

We are also updating § 385.13 in sev-
eral respects. In paragraphs (d), Ce),
and (f), the cross references to Parts
296 and 297 are corrected to reflect
the consolidation of those parts in
Part 296 by ER-917 (adopted June 27,
1975, 40 FR 28079, July 3, 1975). The
delegation in paragraph (v) is elimi-
nated as unnecessary, in light of the
broader delegation in paragraph (cc)
to grant or deny waivers of the charter
regulations when grant or denial is In
accordance with established prece-
dent. Similarly, paragraph (z) is de-
leted, in light of the broader exemp-
tion-granting authority found in para-
graph (b). Because small jet aircraft
are no longer subject to special treat-
ment In the regulation of air taxi oper-
ations, the delegation in paragraph (x)
has also become unnecessary and is
therefore being deleted. An oversight
is corrected by amending paragraphs
(cc) and (ff) to include references to
advance booking charters. Correspond-
ing delegations to administer the new
Public Charter rule, Part 380 are also
added.

These amendments do not affect the
functions that were transferred by
OR-129 ' to the Bureau of Internation-
al Aviation. Because that amendment
and other recent rules have made ex-
tensive changes to § 385.13, however,
we take this occasion to republish
§ 385.13 In full.

Our adoption of these amendments
terminates the temporary delegations
of authority to the Director-Designate
of BPDA set forth in Order 78-4-147.

Since these amendments are admin-
istrative In nature, affecting rules of
agency practice and procedure, we find
that notice and public procedure are
unnecessary and the rules may be ef-
fective immediately.

Accordingly, the Civil Aeronautics
Board amends Part 385 of Its Organi-
zation Regulations (14 CFR Part 385)
as follows:

1. The Table of Contents, Subpart B,
is amended by changing the heading
of §385.13, deleting and reserving
§ 385.14, deleting § 385.14a, and chang-
ing the headings of §§385.15, and
385.16, and 385.16a, to read:

Subpart -Delegation of Functions to Staff
Members

Sec

385.13 Delegation to the Director, Bureau
of Pricing and Domestic Aviation.

385.14 [Reserved].
385.15 Delegation to the Chief. Tariffs Di-

vision. Bureau of Pricing and Domestic
Aviation.

4Adopted July 25, 1978 (43 FR 34120,
August 3, 1978).
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385.16 Delegation to the Associate Direc- he does not, within 30 days, file infor-
tor, Pricing, Bureau of Pricing and Do- mation necessary to complete the
mestic Aviation. . processing of his application, or file a

385.16a Delegation 'to the Assistant Dlrec- tariff.
tor, Legal Analysis Division, Burdau of p oPricng did Dmesic Aiatin.,(e) 'Approve or deny applications for
Piign i A n approval of relationships -prohibited

by §§ 296.56(b) and 296.60 of this chap-
ter (Economic Regulations). -

2. In all other portions of the Table (f) Grant or deny requests by air
of Contents,; "Bureau of Fares and freight forwarders for permission to
Rates" is replaced by "Bureau of Pric- deviate from the docuinentation re-

-ing and Domestic Aviation" wherever quirements of § 296.73 of, this chapter
it appears. (Economic- Regulations). Such re-

- 3. Section 385.13 is amended to read: quests will be granted upon a due
showing that the record retention

§ 385.13 Delegation to the Director, system of the forwarder permits ready
Bureau of' Pricing and Domestic Avi- access" to information otherwise re-
ation., quired on a manifest; that the name of

The Board delegates to the Director, the person determining rates .and
Bureau 'of Pricing and Domestic Avi- charges, together with the commodity
ation, the authority to: rate applied, appears on the airway-

(a)(1) Approve or deny applications bill; .that- the forwarder will provide
of certificated route air carriers.for ex- copies, of airwaybils to the consignor
emptions to serve a Point certificated or consignee when either so requests;.
on one segment-of its route in place of and that the recordkeeping operations
a point certificated on another seg- of the forwarder otherwise comport
ment of its route whenever both with the policy set forth in Order E-
poihts are in the United States and'no 19074 of December 7, 1962.
substantial competition to other lines (g) Cancel any operating authority
will result, and to perform' single -upon the filing by a domestic or inter-
flights, except flights in foreign air national Air Freight Forwarder of a
transportation, outside 'the authority written notice with the Board indicat-
contained in the certificate. This au- ing the discontinuance of common car-
thoritY may not be redelegated. rier activities.

(2) Approve, when no person disclos- - (h) Approve or disapprove' inter-
ing a substantial interest protests, or change schedules, except those involv-
deny applications of certificated route ing points outside the United States.
air carriers for exemptions'to perform Approvals may be granted when such
any other operation prohibited by a schedules appear to conform to the
term, condition, or limitation in a cer- service plan contemplated by the
tificate, except operations predomi- Board's orders approving the basic in-
nantly in foreign air transportation. terchange agreements.
This authbrity may not be redele- (i) [Reserved].
gated. (j) Approve or disapprove applica-

(3) Approve or disapprove Airport tions of certificated helicopter carriers
Notices which indicate an intention to requesting amendments of Flight Pat-
serve regularly a point in the United terns operated under the carriers' area
States through any airport not regu- exemption authorizations.
larly used by a holder of a certificate (k) Approve of disapprove applica-
of public convenience and necessity tions of air carriers for permission to
and grant or deny requests for an ef- do business in names other than those
fective date earlier than 30 days subse- authorized pursuant to regulation or
quent to filing such Airport Notices order of the Board.
unless that service will be predomi- (1) Issue revised operating authoriza-
nantly in foreign air transportation. tions and 'Exemption Orders, except

(b) Approve or deny applications 'of authorization and Exemption Orders
direct air carriers for exemptions from involving service predominantly in for-
section 401 of the Act and from appli- . eign air transportation, when revisions
cable regulations under this chapter, thereof are made necessary due to a
except exemptions relating to oper- change in name of the carrier speci-
ations that are predominantly in for- fled in the document: Provided, That
eign air transportation, where the. no issue of substance concerning the
course of action is clear under current operating authority of a carrier is in-
Board policies. volved. .

(c) [Reserved]. (m) In respect of service patterns:
(dY Approve or disapproved ippllca- (1)W-Approve or disapprove all appli-

tions for operating authority filed pur- cations filed under § 202.14 of this
suant to Part 296 of this chapter (Eco- chapter (Economic Regulations) by
nomic Regulations); and by letter to local service carriers for authority to
dismiss any such application: Pro- effect temporary or seasonal changes
vided That the applicant is given in service patterns;
prior notice that his application will (2) Approve, when no .person disclos-
be dismissed, if, in appropriate cases ing a substantial interest protests, or

disapprove such applications to effect
any other changes-in service patterns;,

(3) Revoke, modify or renew, prior
approval of (i) temporary or seasonal
'changes, or (i) in the absence bf pro-
test by third persons disclosing a sub-
stantial interest, any other changes in
service patterns; and

(4) Dismiss applications for changes
in service patterns when such dismiss-
al is requested by the applicant, or'
when the application is moot.

(n) With respect' to postponement of
-inauguration of service or temporary
suspension of service under Part 205
of this chapter (Economic Regula-
tions):

(1) Approve or disapprove applica-
tions for authority to postpone inau.
guration of new service, except service
in foreign air transportation, pursuant
to certificate awards; tnd, upon notice,
modify, condition, or terminate orders
authorizing postponement: and
-(2) Approve or disapprove applica-

tions for authority to temporarily sus-
pend service, except service in foreign
air transportation; and, upon notice
modify, condition, or terminate okders
authorizing theF temporary suspension
of service.,

(o) [Reserved].
(p) With respect to section 412 con-

tracts and agreements:
(1) Approve contracts or agreements,

or modifications, terminations, or can
cellations thereof, filed by air carriers
under section 412 of the Act, except:

(i) Those which are concerned with
the establishment of rates, fares, or
charges; or

(i) Those protested by a person dis-
closing a substantial interest and
which are concerned with (A) stand-
ardization of equipment; (B) sched-
ules; (C) substantial limitations on
competition; or (D) interchange of
equipment and "Trackage rights"; or

(iiI) Those protested by a person dis-
closing a pubstantial interest and
which are industrywide or substantial-
ly industrywide in effect, other than
those which there are clear Board
precedents, or which do not involve
substantial questions of policy.

42) Disapprove contracts or agree-
ments, or modifications, terminations,
or, cancellations thereof, filed by air
carriers under section 412 of the Act,
except those involving the establish-
ment of rates, fares, or charges.

(3) Terminate matters relating to
contracts and agreements (except
those concerning rates, fares, or
charges) which, prior to review there.
of, have expired, been terminated, or
been superseded.

(q) With respect to interlocking rela-
tionships: (1) Grant or deny applica-
tions for approval of interlocking rela,
tionships filed under section 409(a) of
the Act; (2) dismiss applications for
approval of interlocking relationships
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where the termination of the inter-
locking relationship in question has
been effected.

(r) With respect to consolidations,
mergers, purchases, leases, operating
contracts, and acquisitions of control:

(1) Grant or deny applicatiofis for
exemption from section 408 of the Act;
and

(2) Grant or deny pursuant to the
third proviso of section 408(b) to the
Act applications for approval of trans-
actions which are found not to affect
the control of an air carrier directly
engaged in the operation of aircraft in
air transportation, not to result in cre-
ating a monopoly, and not to tend to
restrain competition.

(3) Approve or deny wet leases
where approval or denial of the re-
quest is in accordance with established
Board precedent.

(s) With respect to air carrier au-
thority to conduct specific charter op-
erations, other than a MAC operation
or an operation predominantly in -fr-
eign air transportation:

(1) Grant or deny an air carrier such
authority, imposing such conditions as
exclusion of one-way passengers -or
limitations on payments for labor in
arranging the charter; and approve or
disapprove minor changes prior to
flight date in charters previously au-
thorized by order (e.g., changes re-
garding flight dates, departure or
landing points, aircraft, persons au-
thorized for one-way passage, inter-
mingling of passengers, or substituting
another carrier in cases of emergency).

(2) Grant or deny requests for ex-
emption from sectioh 403 of the Act,
where grant or denial of the request is
in conjunction with and incident to re-
quests for authority under paragraph
(s)(1) of this section.

(t) Waive the provisions of
§ 377.10(c) of this chapter (Special
Regulations) with respect to the time
for filing applications for the renewal
of temporary authorizations, except
temporary authorizations to 'perform
operations that are predominantly in
foreign air transportation, so as to
permit their filing within shorter peri-
ods than required by that section
when, in his judgment, the public in-
terest would be thereby served: Pro-
vided, That the interim extension pro-
visions of § 377.10(d) of this chapter
shall, if otherwise pertinent, apply to
authorizations involved in applications
filed pursuant to such waivers.

(u) [Reserved]
(v) [Reserved]
(w) Approve applications for author-

ity to file pickup and delivery tariffs
under Part 222 where approval of the
application is in accordance with es-
tablished Board precedent.

(x) [Reserved]
(y) [Reserved]
(z) [Reserved]

(aa) [Reserved]'
(bb) [Reserved]
(cc) Grant or deny requests for

waiver of Parts 207, 208, 212, 214, 371,
372, 372a, 373, 378, 378a, and 380 of
this chapter, where grant or denial of
the request Is in accordance with es-
tablished Board precedent.

(dd) Approve or disapprove escrow
agreements filed pursuant to §§ 207.17,
208.40, 212.15 and 214.9c, respectively,
of this chapter by certificated route
air carriers, charter air carriers, for-
eign'route air carriers, and foreign
charter air carriers, respectively, as se-
curity for customers' deposits made
with such carriers as advance payment
for charter flights.

(ee) Grant or deny requests for
waiver of §§ 207.25, '208.202b, 212.25,
and 214.18 of this chapter (Economic
Regulations), based upon a showing
that the arrangements between the
chartering organization and the
charter participants do not involve the
provision of return transportation to'
-the United States.

(if) Reject or accept filings made
with respect to advance booking
charters, travel group charters, study
group charters, inclusive tour
charters, and one-stop-inclusive tour
charters, pursuant to §§371.25(a)(1),
372a.22(a), 373.10(b), 378.10(a), and
378a.25(a)(1), respectively, and to
permit amended filings reflecting
changes to such advance booking
charters, study group charters, inclu-
sive tour charters, and one-stop-inclu-
sive tour charters, to become effective
prior to the expiration of the 15-day
waiting period prescrlbed by
§§ 371.25(a)(2), 373.10(b), 378.10(b) and
378a.25(a)(2), respectively.

(gg) Reject or accept Public Charter
prospectuses in accordance with
§ 380.25, and-permit amended prospec-
tuses to become effective before the
end of the waiting period prescribed in
that section.

(hh) Approve or deny applications of
air carriers for exemptions from the
provisions of section 405(b) of the Act
and § 231.5(b) of Part 231 of the Eco-
nomic Regulations to the extent nec-
essary to permit the filing of schedules
pursuant to section 405(b) on less than
ten (10) days' notice to the Postmaster
General and to the Board, except
when the operations are predominant-
ly in foreign air transportation.

(ii) Grant or deny applications for a
Statement of Authorization to operate
special event charters pursuant to
§ 378a.107.

(jj) Approve or deny applications for
exemption from section 403 of the Act
to the extent necessary to permit per-
formance of air carrier operations oth-
erwise authorized by exemption grant-
ed under subparagraphs (a)(1) and
(a)(2), and paragraph (br) of this sec-

tion. This authority may not be redel-
egated.

(kk) Dismiss applications filed under
302.1301-1315 and §§ 302.1401-1415,

without prejudice to refiling in amend-
ed form or under the normal certifi-
cate procedure, if the application is
not In compliance with the provisions
of thes6 sections.

(H) With respect to interaffiliate
transactions with or affecting the air
carrier, and revisions, refflings, renew-
als or amendments thereto, which
have been filed pursuant to a Board
order permitting such Intercompany
transactions unless after such filing,
an order Is Issued disapproving or de-
ferring action in whole or in part with
respect to such filings, within a period
of thirty days:

(1) By inaction permit such inter-
company transaction to become effec-
tive thirty days after such filing;,

(2) Issue orders disapproving in
whole or in part such intercompany
transaction;

(3) Issue orders deferring in whole or
In part such intercompany transac-
tion; and

(4) For good cause shown, waive the
thirty-day effectiveness date of such
Interaffiliate transaction: Provided,
however, That such waiver does not
extend beyond the filing date of the
intercompany transaction: And pro-
ided, further, That this authority

shall not extend to interaffilate trans-
actions which involve dividends, loans
and advances, tax allocations, and cor-
porate reorganizations or acquisitions.

(mm) [Reserved].
-(un) Grant or deny, in accordance

with established Board procedent, ap-
plications for relief, under section
101(3) of the Act, to hold out, arraige,
and coordinate the operation of air
ambulance flights as indirect air carri-
ers.

(oo) Require pickup and delivery tar-
iffs to be filed with the Board under-
Part 221 of the Economic Regulations
by carriers operating in domestic cargo
transportation under Part 291, if in
the public interest.

(pp) Under section 410 of the Act,
approve or disapprove in whole or in
part, or make recommendations re-
quested by any Federal agency with
respect to, applications by air carriers
for loans and other financial aid.

§ 385.14 [Reserved].
4. Section 385.14 is revoked and re-

served.

§ 385.14a [Revoked]
5. Seiton 385.14a is revoked.
6. Section 385.15 is redesignated and

its first sentence is amended to read:
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§ 385.15 Delegation to the Chief, Tariffs
Division, Bureau of Pricing and Do-
mestic Aviation.

The Board delegates to the Chief,
Tariffs Division, Bureau of Pricing
and Domestic Aviation, the authority
to:

* * * , *

7. Section 385.16 is redesigiiated, its
first sentence is amended, anid para-
graphs (k) through (r) are added,'to
read:

§ 385.16 Delegation to' the Associate Direc-
tor, Pricing, Bureau" of Pricing and Do-
mestic Aviation.

The Board delegates to the Asso-
ciate Director, Pricing, Bureau of Pric-
ing and Domestic Aviation, the au-
thority to:

* . * * . *

(k) With respect to International Air
Transport Association (IATA) agree-
ments filed with 'the Board- pursuant
to section 412 of the Act or pursuant
to Board Order E-9305 of June 15,
1955:

(1) Disclaim jurisdiction with respect
to IATA agreements which do not
affect air transportation within the
policy set forth in Order E-12304,
dated March 31, 1958;

(2) Approve agreements which do
not directly apply in air transporta-
tion;

(3) Issue orders approving, disap-
proving, or approving subject-to condi-
tions, IATA agreements relating to
fare and rate matters, other than
those establishing fares and rates di-
rectly applicable in air transportation
as agreed at regular and special traffic
conferences, 'with respect to the fol-
lowing:

(I) Agreements naming additional
specific commodity rates (rates below
general cargo rates) under new, exist-
ing, or amended descriptions; amend-
ing descriptions; and/or extending or
canceling existing specific commodity
rates.

(ii) Agreements reached by unpro-
tested notice pursuant to previously
approved resolutions.

(iii) Agreements establishing or
amending proportional or constructed
fares or rates.

(iv) Agreezijents naming specified
fares or rates to be integrated into pre-
viously approved fare or rate struc-
tures.

(v) 'Agreements amending or extend-
ing application of construction rules.

(vi) Agreements amending applica-
tion of special (reduced) fare resolu-
tion provisions.

(vii) Agreements providing forfdelays
in inaugurals.

(viii) Agreements establishing,
amending, or terminating charges for

'RULES. AND REGULATIONS

nontransportation services and other
ancillary fare or rate agreements in-
volving administrative, procedural, or
technical provisions, not affecting fare
or rate levels.

(ix) Agreements establishing,
amending, or terminating a surcharge
or discount on foreign-originating air
transportation to reflect a currency
fluctuation

(4) Issue orders describing filed
agreements, establishing procedural
dates for submission of justification,
comments-and replies, which support
or oppose agreements, and prescribing
.the particular types of data to be in-
cluded in such submissiofis.

(1) Approve or disapprove aircarrier
applications filed'under section 416(b)
of the Act for exemption from section
403 of the Act, air carrier tariffs, and
applicable Board regulations, in cases
where the disposition of the applica-
tion is gojverned by established B6ard
policy and precedent. Such approval
or disapproval may be taken by order,
by letter, or by stamp or notation on a
copy of the application.
'(in) Approve or disapprove applica-

tions requesting relief from require-
ments of, Board orders that carriers
file data relating to experience under
new rates and fares.

(n) Approve or disapprove applica-
tions for permission to furnish free or
reduced-rate air, transportation to
travel agents.

(o) Approve or disapprove applica-
tions for permission to furnish free or
reduced-rate air transportation to in-
structors and travel agent organiza-
tion employees in connection with
travel agent training programs. to
which travel agents are accorded free
or reduced-rate air transportation.

(p) Approve or disapprove applica-
tions -for permission to furnish free or
reduced-rate 'air transportation to
commissioned and enlisted military
personnel when on official business of
an air carrier to which they have been
assigned for educational training pur-
poses.

(q) Approve or disapprove written
statements filed by air carriers pursu-
ant to § 250.9,of this chapter (Econom-
ic Regulations) explaining the terms,
conditions, and limitations of denied
boarding compensation provided by
Part 250 of this chapter.

(r) Maintain, issue, and distribute
lists of all carrier parties to Agreement
18900 (Montreal Agreement) providing
for increased liability limitations on
personal injury or death and waiver of
defenses tider Article 20(1) of the
Warsaw Convention or the Hague Pro-
tocol.

8. Section 385.16a is redesignated
and its first sentence is amended to
read:

§ 385.16a Delegation to the Assistant DI-
rector, Legal Analysis Division, Bureau
of Pricing and Domestic Aviation.

The Board delegates to the Assistant
Director, Legal Analysis Division,
Bureau of Pricing and Domestic Avi-
ation, the authority to:

§ 385.26 [Amended]
9. In § 385.26(c), "Tariffs Section" Is

replaced by "Tariffs Division".

(Sec. 204(a), Federal Aviation Act of 1958, as
amended, 72 Stat. 743 (40.U.S.C. 1324); Re-
organization Plan No. 3 of 1961, 75 Stat. 837,
26 PR 5989 (49 U.S.C, 1324 (note)),)

By the Civil Aeronautics Board,

PHYLis T. KAYLoR,
Secretary.

[FR Doc 78-35686 Filed 12-21-78: 8:45 am]

[6320-01-M]

[Reg. OR-142; Amdt. No. 6]

PART 387-ORGANIZATION AND OPERATION
DURING THE PERIOD OF A NATIONAL
EMERGENCY

Miscellaneous Amendments

Adopted by the Civil Aeronautics
Board at its office in Washington,
D.C., December 14, 1978.
AGENCY: Civil Aeronautics Board.

ACTION: Final rule,
SUMMARY: This rule revises the
order of succession to Board Members
during national emergencies, to reflect
the consolidation of the Bureau of
Fares and Rates and the Bureau of-
Operating Rights into a new Bureau
of Pricing and Domestic Aviation. It
also substitutes the position of Execu-
tive Assistants to the Managing Direc-
tor for the position of Deputy Manag.
ing Director, and updates the citation
of authority ior this part.

DATES: Effective: December 14, 1978.
Adopted: December 14, 1978.
FOR FURTHER INFORMATION
CONTACT:

Mark Schwimmer, Office of General
Counsel, Rules Division, Civil Aero-
nautics Board, 1825 Connecticut
Avenue, NW., Washington, D.C.,
202-673-5442.

SUPPLEMENTARY INFORMATION:
Part 387 describes' the organization
and operation of the Board during pe-
riods of national emergency. The lines
of succession to the authority of the
Board and of the Chairman are set out
in § 387.4. In the current version of the
rule, the Director of the Bureau of
Fares and Rates (BPR) precedes the
General Counsel, who in turn precedes
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the Director of the Bureau of Oper
ing Rights (BOR).

As reflected in OR-140, which is a
being issued today, BFR and BC
have been consolidated into a n
Bureau of Pricing and Domestic A
ation. This rule amends the lines
succession so that the Director of t
new bureau will precede the Gene
Counsel

In the succession to the Managi
Director, tills rule substitutes the I
ecutive Assistant to the Managing ]
rector for the Deputy Managing Dir
tor, because the latter position
longer exists.

Part 387 was originally issued une
the authority of Executive Or
11090 (February 26, 1963). That 2
ecutive Order was revoked and
placed by Executive Order 11490 ((
tober 28, 1969), which was in tu
amended by Executive Order 119
(June 11, 1976). While the author]
citation issued with a iBoard regulati
is not a part of the regulation itself,
is useful to those who wish to revli
the legislative background of the ru
making action. This amendment thei
fore updates Part 387's authority cii
tion so that it maj serve researchc
more effectively.

This rule also corrects an oversig
in the original drafting of § 387.40
by replacing "if any Board Member
unable to act as Chairman" with "if:
Board member is able to act as Cha
man".

Since-these amendments are admJ
istrative in nature, 'affecting rules
agency organization and procedure,
find that notice and public procedu
are unnecessary and that the rul
may be effective immediately.

Accordingly, the Civil Aeronautj
Board amends Part 387 of its Orgai
zation Regulations (14 *CFR Part 38
as follows:

1. The authority citation is amend
to read as set forth below.

2. Paragraphs (c), (d), and (g)
§ 387.4 are amended to read:

§ 387.4 Organization and delegation of i
thority.

During a national emergency.

(c) In the event no Board Member
capable of acting, actions in the nat
and authority of the Board shall
taken by the following: The Managl
Director; the Director, Bureau of Pr
Ing and Domestic Aviation; the Gem
al Counsel; and the Director, Bure
of Consumer Protection. If one
more of them cannot act, his 6r thi
deputies or staff in line of -successli

at- as provided In paragraph (g) of this
section shall act. The authority of the

[so above designees, or their successors,
)R shall mean and include the delegated
ew authority to act for the Board.
vi-
of (d) The authority of the Chairman,
he in the event- he is incapacitated or in-
ral capable of acting, shall be exercised by

the Vice Chairman, and in the event
Lg he is unable to act, by the other Mem-
.x- bers of the Board in order ofsenlorlty;

ec- if no Board Member is able to act as
no Chairman, then members of the

Board's staff shall act as Chairman in

[er the following order. The Managing Di-
[er rector; the Director, Bureau of Pricing
,x- and Domestic Aviation; the General
re- Counsel; the Director, Bureau of Con-
)c- sumer Protection; their respective dep-n21 uties or staff In line of succession to

ity the preceding staff members,
on
it * a * S S

.w (g) Except as may be determined

re- otherwise by the Chairman or his suc-
,a- cessor, the respective duties of the
ers Managing Director shall be filled by

the Executive Assistant to the Manag-
ht ing Director or the Comptroller in
d), that order, the duties of the Secretary
is and heads of offices and bureaus, and

no
ir- heads of field offices, shall be dl-

charged, in the absence or incapacity
- of such persons during the emergency

of conditions, by the available staff
ve member next in line of succession in
re that office or bureau. The head of
les each office and bureau shall designate

the line of succession within his office
31- or bureau. If no such designation has
.7) been made, or the designee is unavail-

able, such duties shall be assumed by
ed the available subordinate officer or

employee in the particular office or
of bureau who is highest in grade and

has served longest with the Board.

lU-

(Sec. 204(a), Federal Aviation Act of 1958, as
amended, 72 Stat. 743, (49 U.S.C. 1324; sec.
201, National Emergencies Act, 90 Stat.
1255, Reorganization Plan No. 3 of 1961, 75

is Stat. 837, 26 FR 5989, (49 U.S.C. 1324
ne (note)); E.O. 11490, 3 CFR 1966-1970 Comp.
be p. 820, as amended by E.O. 11921, 3 CFR
ag 1976 Comp. p. 124)
Ic-• c- By the Civil Aeronautics Board.
a PHYLLIS T. KAYLOR,or

eir Secretary.
cm - (FR Doc. 78-35687 Filed 12-21-78; 8:45 am]

[3510-07-M]
Title 15-Commerce and Foreign

Trade
CHAPTER I-BUREAU OF THE

CENSUS, DEPARTMENT OF COM-
MERCE

PART SO-SPECIAL SERVICES AND
STUDIES BY THE BUREAU OF THE
CENSUS

Fee Structure for Statistics for City
Blocks in the 1980 Census of Popu-
lation and Housing; Clarification

AGENCY: Bureau of the Census, De-
partment of Commerce.

ACTION: Final rule.

SUMMARY: This document clarifies a
Notice of Rulemaking which appeared
at 43 FR 3903 on January 30, 1978.
That notice adopted a final rule relat-
Ing to the tabulating and publishing of
block data for each urbanized area in
the United States and for each incor-
porated place over 10,000 inhabitants.
This notice clarifies the notice of -Jan-
uary 30, 1978, by adding, at the end
thereof, an appropriate citation of au-
thority.

EFFECTIVE DATE: This notice is ret-
roactively effective to January 30,
1978.
FOR FURTHER- INFORMATION
CONTACT:.

Arthur F. Young, Chief, Housing Di-
vision, Bureau of the Census, Wash-
ington, D.C. 20233 (301) 763-2863.

SUPPLEMENTARY INFORMATION:
Supplementary information concern-
ing the rule issued on January 30,
1978, accompanies the rule in the Psa-
ERAL REiszt for that date, at page
3903.
CLARIMICATION OF PRIOR
14OTICE: The notice of rulemaking
appearing in volume 43 of the FmygaX.

RIcrsvR at page 3903 is hereby
amended by adding as a new final
paragraph, the following:.

(Sec. 8, title 13, United States Code.)
Dated: December 18, 1978.

Mis-o= D. PLoTEm-, -
Director,

Bureau of the Censu.
[FR Doc. 78-35570 Filed 12-21-78:8.45 am]
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[6740-02-M]

Title 18-Power and Water Resources

CHAPTER I-FEDERAL ENERGY REGU-
LATORY COMMISSION,' DEPART-
MENT OF ENERGY

[Docket No. RM79-3]

PUBLIC HEARINGS- ON INTERIM REG-
ULATIONS - IMPLEMENTING THE
NATURAL GAS POLICY ACT OF
1978.

DECEMBER. 20, 1978.
AGENCY: Federal Energy Regulatory
Commission, DOE.'
ACTION: Notice of the Public Hear-
ings on Interim Regulations Imple-
menting the Natural Gas Policy'Act of
1978.
SUMMARY: The Federal Energy Reg-
ulatory Commission (the ,Commission)
gives notice that it will hold public
hearings at New Orleans, Louisiana,
San Francisco, California, New York;
New York, and Washington, D.C. and
Invites oral presentations on the inter-
im regulations implementing the Nat-
ural Gas Policy Act of 1978, 43 FR
56448 (December 1, 1978).
DATES: Public hearings at New Or-
leans, Louisiana, and San Francisco,
'California; Date for public hearings:
January 3, 1979, to be continued, if
necessary, January 4, 1979; Date for
requests to participate: December 27,_
1978.

Public hearing at New York, New
York: Date for public hearing: Janu-'
ary 10, 1979, to be continued, if neces-
sary, Janaury 11, 1979; Date for re-
quest to participate: January 3, 1979.

Public hearing at Washington, D.C.:
Date for public hearing: January 25,
1979, to be continued, if necessary on
January 26, 1979; date for requests to
participate: January 17, 1979.
ADDRESSES:

New Orleans: Fifth Circuit Court of'
Appeals Building, Room 105, 600
Camp Street, New Orleans, Louisi-
ana.
San Francisco: Delores Room of the
Hyatt Union Square Hotel, 345
Stockton, San Francisco, California.
New York City: Room 770, Six World
Trade Center, New York, New York
Washington. 825 North Capitol
Street NE., Washington, D.C. -

FOR FURTHER INFORMATION:

Robert L.. Baum, Deputy-General
Counsel, Federal Energy Regulatory
Commission, 825 'North Capitol
Street NE., Washington, D.C. 20426,
(202) 275-4333.

1[18 CFR Parts 2, 157, 270, 271, 273, 274,
275, 276 and 2843

RULES- AND REGULATIONS,

SUPPLEMENTARY INFORMATION:
Section 502(b) of the Natural Gas
Policy Act of 1978 requires that the
Commission, to the maximum extent
practicable, afford an opportunity for
oral presentati6n of data, views, and
arguments with respect to any rules
promulgated by the Comnission pur-
suant to the Natural Gas Policy Act of
1978 (Act).

The Commission has previously noti-
fied the public, of one public hearing
on the Interim Regulations, to be held
on'December 27, 1978, which is within
30 days of the .effective date of the
regulations (43 FR 59056, December
19, 1978). The purpose of this notice is
to inform interested persons of the
Commission's intention to conduct ad-
ditional public hearings -regarding the
Interim Regulations promulgated pur-
suant to the Act (43 FR 56448).

PUBLIC HEARING PROCEDURES

The Commission will hold four addi-
tional public hearings in this proceed-
ing. On Wednesday, January 3, 1979,
beginning at 9:30 a.m., hearings,will be
held in the Fifth Circuit Court of Ap-
peals Building,. Room 105, 600 Camp
Street,. New Orleans, Louisiana, and
the Delores Room of the -Hyatt Union
Square Hotel, 345 Stockton, San Fran-
cisco, California. These hearings will
continue on Thursday, January 4,
1979, if necessary. On Wednesday,
January 10, 1979, beginning at 9:30
a.m., a hearing -wl be held in Room
770, Six World Trade Center, New
York, New York. These hearings will
continue on Thursday, January 11;
1979, if necessary. The final hearing
will be held in Washington, January
25, 1979 continuing, if necessary, on
January 26, at 825 North Capitol
Street -E., Washington, D.C.

Any person'interested in these pro-
ceedings or representing a group or
class -of persons 'interested in these
proceedings nay participate in the
hearings, if a telephone or written re-
quest to participate is made to Robert
L. Baum prior to 4:30 p.m., December
27, 1978 for the January 3 hearing,
prior to 4:30 p.m., January 3 for the
January 10 hearing, and prior to 4:30
p.m., January 17, 1-979 for the January
25 hearing.

Requests to participate at a hearing
should ostate- the hearing for which
time is requested, and include a refer-
ence to Docket *No. RM79-3 and a
number where-the person'making the
request may be reached by telephone.
Persons participating in the public
hearing should, if possible, bring 100
copies of their testimony-to the hear-
ing. The presiding officer is authorized
to limit oral presentations at the hear-
ing both as to length and as t6 sub-
stance.

The hearing will not be a judicial or
evidentiary-type hearing. There will

be no cross-examination of persons
presenting statements. The hearing
panel may luestion such persons and
any interested person may submit
questions to the presiding officer to be
asked of persons making statements.
The presiding officer will determine
whether the question -is relevant and
whether the time limitations permit It
to be presented. At the conclusion of
the initial oral presentations, if time
permits, persons who have participat-
ed will be given the opportunity to
make rebuttal statements. Any fur-
ther procedural rules will be an-
nounced by the presiding officer at
each hearing. A transcript of the hear-
ings will be made available at the
Commission's Office of Public Infor.
mation.

By direction of the Commission.

KENNETH F. PLUMB],
Secretary.

rFR Doe. 78-35829 Filed 12-21-78; 8:45 aml

[4510-30-M]

Title 20-;Employees' Benefits

CHAPTER V-EMPLOYMENT AND
TRAINING ADMINISTRATION, DE-
PARTMENT OF LABOR

PART 614-UNEMPLOYMENT COM-

PENSATION FOR EX-SERVICEMEN

New Schedule of Remuneration

-AGENCY: Employment and Training
Administration, Labor.
ACTION: Final rule.
SUMMARY: The' Department of
Labor is amending 20 CFR 614.19, to
increase the monthly, rates of remu-
neration in the Schedule of Remu-
neration used to compute the Federal
wages of ex-servicemen and women
covered by the program of Unemploy-
ment Compensation for Ex-Service-
men (UCX Program). The new sched-
ule will apply to new claims that are
filed on and after January 1, 1979.
EFFECTIVE DATE: January 1, 1979,
with'respect to first claims filed on
and after that date.
FOR FURTHER INFORMATION
CONTACT:

Robert B. Edwards, Acting Adminis-
trator, Unemployment Insurance
Service, Employment and Training
Administration, U.S. Department of
Labor, 601 "D" Street NW., Washin-
gon, D.C. 20213, telephone: 202-376-
7032.

SUPPLEMENTARY INFORMATION:
Section 8521(a)(2) of Chapter 85, Title
5 of the United States Code (5 U.S.C.
8521(a)(2)) requires the Secretary of
Labor to issue, from time to time,
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after consultation with the Secretary
of Defense, a' Schedule of Remunera-
tion specifying the pay and allowances
for each pay grade of members of the
military services, which reflect repre-
sentative amounts for appropriate ele-
ments of the pay and allowances
whether in cash or in kind.

The new Schedule of Remuneration
amended in this document adjusts the
scheduled monthly rates of pay
upward to reflect the military pay in-
crease that became effective on Octo-
ber 1, 1978, under Executive Order
12087. The new schedule set forth in
this document is effective with respect
to first-claims which are filed after the
end of this year; that -is, new claims
filed on and after January 1, 1979. Al-
though the effective date will necessi-
tate making the new schedule effec-
tive less than 30 days after this publi-
cation, the reasons for making the new
schedule effective at the beginning of
1979 are believed to be overriding.

This revision of § 614A9 of Title 20
of the Code of Federal Regulations
was published as a proposal with op-
portunity for public participation of
43 FR 49545 on October 24, 1978, with
a comment period ending on Novem-
ber 24, 1978. No comments were re-
ceived and no changes are made in the
revision as proposed.

Nom.-The Department of Labor has de-
termined that the revision In this document
will not have major economic effects requir-
ing the preparation of a regulatory analysis
under Executive Order 12044 and applicable
authority.

This document was prepared under
the direction and control of Robert B.
Edwards, Acting Administrator, Unem-
ployment Insurance Service, Employ-
ment and Training Admiistration,
U.S. Department- of Labor, 601 '"D"
Street NW., Washington, D.C. 20213,
telephone: 202-376-7032.

Accordingly; § 614.19 of Chapter V of
Title 20 is revised to read as follows:

§ 614.19 Schedule of Remuneration.
(a) The following Schedule of Remu-

neration is issued pursuant to 5 U.S.C.
8521(a)(2), and shall apply to first
claims which are filed after December
31, 1978:

Pay Grade Monthly
rate

(1) Commissioned officers:
0-10 .. $4,973
0-9 4.969
0-8 4.678
0-7 4.129
0-6 3,412
0-5 2.797
0-4 2.307
0-3 1.935
0-2 1.535
0-1 1,142

(2) Warrant officers
W-4 - 2,184
W-3 1.757
W-2_ 1,527
W-1 1.332

Pay Grade

(3) Enlisted personn h
E-9
-8

F-7
E-6
E-5
E-4-
E-3

E-1

Monthly
rate

1.A73
1.614
1.393
1.177

095
845
754
706
645

(b) The Schedule of Remuneration
published at 42 FR 65483 remains ap-
plicable to first claims filed prior to
the effective date of the new Schedule
of Remuneration set forth in para-
graph (a) of this section. The new
schedule in paragraph (a) does not
revoke the prior schedule or any'pre-
ceding schedule or change the periods
of time they were in effect.

(5 U.S.C. 8508, 8521(a)(2).)

Signed at Washington, D.C., on De-
cember 14, 1978.

ERNs G. Gaue,
Assistant Secretary for

Em loyment and Training.

[FR Doc. 78-35517 Filed 12-21-78; 8:45 am]

[1505-01-M]

Title 21-Food and Drugs

CHAPTER I-FOOD AND DRUG AD-
MINISTRATION, DEPARTMENT OF
HEALTH, EDUCATION, AND WEL-
FARE

SUBCHAPTER E-ANIMAL DRUGS, FEEDS, AND
RELATED PRODUCTS

PART 522-IMPLANTATION OR IN-
JECTABLE DOSAGE FORM NEW
ANIMAL DRUGS NOT SUBJECT TO
CERTIFICATION

Hydrochlorothlazlde Injection

Correction

In FR Do. 78-35044 appearing on
page 59057 in the Issue for Tuesday,
December 19, 1978, the EFFECTIVE
DATE should read "December 19,
1978."

[4710-06-M]

Title 22-Foreign Relations

CHAPTER I-DEPARTMENT OF STATE

(Dept. Reg. 108.763]

PART 41:--DOCUMENTATION OF
NONIMMIGRANTS UNDER THE IM-
MIGRATION AND NATIONALITY
ACT, AS AMENDED

PART 42-DOCUMENTATION OF IM-
MIGRANTS UNDER THE IMMIGRA-
TION AND NATIONALITY ACT, AS
AMENDED

Miscellaneous Amendments

AGENCY: Department of State.
ACTION: Final rule.
SUMMARY: Title 22 CFR 42.111
(cX2). which now requires that a con-
sular officer's statement regarding the
unavailability of a document for immi-
grant visa purposes must contain the
seal of his office, Is amended to delete
this requirement as unnecessary. Set-
tlon 41.122 is editorially amended to
change the title to emphasize the ex-
istence therein of the termination of
validity provision as distinct from the
revocation provision located in
§ 41.134.
EFFECTIVE DATE: December 22,
1978.
SO LEMIENTARY INFORMATION:
Since a consular officer's statement
concerning the unavailability of a doc-
ument is attached to a properly ex-
ecuted visa application, which is in
turn securely fastened to and becomes
part of the signed and sealed immi-
grant visa, the presence of an addition-
al seal. on the statement serves no
useful purpose. The title change in
§ 41.122 is purely editorial and more
clearly explains the subject matter of
the regulation. Accordingly, §§ 41.122
and 42.111 are amended as indicated.

1. The present title In §41.122 is
changed to "Validity, Termination and
Replacement of Visas."

2. In § 42.11,1(c)(2) on the ninth and
tenth line "and the seal of his office"
is deleted.

Aumnoarr. These amendments are issued
pursuant to the authority contained in sec-
Uon 104 of the Immigration and Nationality
Act (8 U.S.C. 1104). Compliance with section
553 of Title 5 of the United States Code as
to notice of proposed rulemaking and de-
layed effective date Is unnecessary in this
instance because the amendment to §42.111
Is an Internal administrative change having
no effect upon the public and the amend-
ment to §41.122 Is in the nature of an edito-
rl clarification.

Dated: December 4,1978.
BA .mn I. WA~soN,

Assistant Secretaryfor
ConsularAffai.

[FR Doc. 78-35581 File 12-21-78; &45 am]
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[4210-01-M]
Title 24-Housing and Urban

Development

CHAPTER Il-ASSISTANT SECRETARY
FOR HOUSING-FEDERAL HOUS-
ING COMMISSIONER, DEPARTMENT.-
OF HOUSING AND URBAN-DEVEL-
OPMENT

[Docket No. R-78-594]
PART 200--INTRODUCTION

Requirements for Acceptance of
Loose Fill Insulation Pneumatically
Installed (Dry) in Wall Cavities for
HUD Minimum Property Standards

AGENCY: Office of Assistant Secre-
tary for -Housing-Federal Housing
Commissioner, (HUD)..
ACTION: Final Rule.
SUMMARY::The Assistant Secretary
for Housing-Federal Housing Commis-
sioner establishes as acceptable a set-
tling density of 3.5 lb./cu. ft. for in-
stallation of dry loose fill insulation
pneumatically installed in wall cav-
ities. This is necessary to permit the
use of such insulation in walls. Accord-
ing to our current criteria, cellulosic
insulation may be installed dry in
horizontal locations--such as attics. It
is not acceptable for walls because no
standard for settling density has been
established to assure that voids do not
occur. It is now -generally agreed that
an installation density of 3.5 lb./cu. ft.
is adequate to eliminate the problem
of voids which would reduce the effec-
tiveness of an installation's'energy
conservation qualities.

This rule is being issued as a Final
Rule to reduce delays in residential
conftruction due to shortages of alter-
native insulation material. Use of the
large available quantities of cellulosic
insulation would reduce construction
costs- and yibld increases ,in'housing
construction and savings to builders
and home buyers.
EFFECTIVE DATE: January 22, 1979.
FOR FURTHER INFORMATION
CONTACT: .

Mr. Mervin Dizenfeld, Mechanical
Engineer,- Minimum Property Stand-'
ards Division, Office of Architecture
and Engineering Standards, Depart-
ment of Housing, and Urban Devel-
opment, Washington, D.C. 20411,
telephone (202) 755-6590. -

SUPPLEMENTARY INFORMATION:
HUD Minimtmn Property Standards
are published in handbooks: Minimum
Property Standards for One- and Two-
Family Dwellings in Handbook 4900.1,
Multifamily Dwellings in Handbook
4910.1, and Care-Type Housing in

R ULE AND REGULATIONS

Handbook 4920.1. The Minimum Prop-
erty Standards are- incorporated by
references into 24 CFR 200.929. No-
tices of changes in the Minimum Prop-
erty Standards are required by 24 CFR
200.933 to be published in the FEDERAL
REGISTER. A Finding of Inapplicability
respecting, the National Environmen-
tal Policy Act of 1969 has been made
in accordance with HUD procedures. A
copy of this Finding of Inapplicability
will be available for public inspection
during regular business hours in the
Office of the Rules -Docket Clerk,
Office of General Counsel, Room 5218,
Department of Housing and Urban
Development, 451 Seventh Street,
S.W., Washington; D.C. 20410.

The changes-are as follows: (Existing
MPS requirements not reviewed here
are to remain unchanged).

507-3.2 Labeling

c. Blowing or Pouring Type. Name, manu-
facturer, recommended installation density,
R value, marking on bag In conformance
with appropriate standards listed in Appen-
dix C.

507-2.3 Certification •

A certification card giving the data of 507-
3.2a, b, c or d and 507-3.4c plus date of In-
stallation, and the name of the installer
shall be affixed to the structure in an acces-
sible but inconspicuous location.

507-3.4 Conditions of Use

d. Loose fill cellulosic- in~iulatlon pneu-
matically installed in wall cavities shall (1)
be blown-in dry in accordance with the man-
,ufacturer's written instructions and shall
comply with Y'S HH-I-515D as amended for
conformance with PL.95-319 and (2) the R
value shall be based on an installed density
(ID) of not less than 3.5 lb./cf. ID- Is the
product of the volume (v) of the wall cavity
to be filled and the weight (w) of the Insula-
tion material from the label on the contain-
er. ID equals (v) x (w) shall equal or exceed
3:5 lb./cf.

In accordance with-section 7(o)(4) of
the Department of HUD Act, Section
324 of the Housing and Community
Amendments of 1978, Pub. L. 95-557,
92 Stat. 2080, this rule has been grant-
ed waiver of Congressional review.xe-
quirements in order ta;petmit it to
take effect on the date indicated.

Issued at Washington, D.C.,. Decem-
ber 4, 1978.

LAwRNcE B. SimoNs,
Assistant Secretary for Hous-

ing-Federal Housing Commis-
sioner.

EFR Doc. 78-35694 Filed 12-21-78; 8:45 am]

[4510-26-M]
Title 29-abor

CHAPTER' XVII-'OCCUPATIONAL
SAFETY AND HEALTH ADMINIS-
TRATION, DEPARTMENT OF LABOR

PART 1903-INSPECTIONS, CITA-

TIONS AND PROPOSED PENALTIES

Objections to Inspection
AGENCY: Occupational Safety and
Health Administration, Department of
Labor.
ACTION: Procedural Rule.
SUMMARY: This amendment to 29
CFR 1903.4 clarifies the existing regu-
lation respecting the legal action to be
taken to permit inspection of a work-
place over an employer's objection.
Specifically, the revised regulation
makes It clear that the term "compul-
sory process" as used in the regulation
has been, and is, intended to include
all legal action necessary to secure
entry to the workplace, including ex
parte application for an inspection
warrant or Its equivalent. The amend-
ment also makes plain that compul-
sory process, as so defined, may be Se-
cured prior to an employer's objection
to an inspection or Investigation. The
procedures for taking appropriate
action to obtain entry have also been'
modified to promote administrative
convenience.
EFFECTIVE DATE: December 22,
1978.
FOR FURTHER INFORIMATION
CONTACT:

Mr. James Poster,-Office of Public,
Affairs, Occupational Safety and
Health Administration, Third Street
and Constitution Avenue N.W.,
Room N-3641, Washington, D.C.
20210 (Tel. No. 202-523-8151).

SUPPLEMENTARY INFORMATION:
Section 8(a) of the Act provides:

In order to cary out the purposes of this
Act, 'the Secretary, upon presenting appro-
priate credentials to the owner, operator, or
agent In charge, is authorized: (1) To enter
without delay and at reasonable times any
factory, plant; establishment, construction
site, or'other area, workplace or environ.
ment where work is performed by an em-
ployee of an employer, and (2) to Inspect
and investigate during regular working
hours and at other reasonable times and
within reasonable limits and In a reasonable
manner, any such place of employment and
all pertinent conditions, structurel, ma-
chines, apparatus, devices, equipment, and
materials therein, and to question privately
any such employer, owner, operator, agent
or employee.

This provision was recently exam-
ined by the United States Supreme
Court in Marshall v. Barlow's, Inc., 98
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S. Ct. 1816 (1978). In that case the
Court held section 8(a) unconstitution-
al insofar as it purports to authorize
warrantless nonconsensual inspec-
tions, but construed the Act to permit
inspection pursuant to an employer's
consent or a judicially authorized
search warrant or its equivalent.

In so doing, the Court noted that
"the Act * * * regulates a myriad of
safety, details that may be amendable

'to speedy alteration or disguise" and
recognized "[t~he risk * * * that
during the interval between an'inspec-
tor's initial request to search a plant
and his procuring a warrant following
the owner's refusal of permission, vio-
lations of this * * * type could be cor-
rected and thus escape the inspector's
notice." However, the Court did not
view this risk as sufficient to justify
inspection without a warrant, noting
that "the advantages of surprise would
[not] be lost, if after being refused
entry, procedures were available for
the Secretary to seek an ex parte war-
rant and to reappear at the premises
without further notice to the estab-
lishment being inspected." Moreover
the Court also noted that "[ilnsofar as
the Secretary's statutory authority is
concerned, a regulation expressly pro-
viding that the Secretary could pro-
ceed ex parte to seek a warrant or its
equivalent would appear to be as much
within the Secretary's power as the
regulation [29 CFR 1903.41 currently
in force and calling for compulsory
process." In originally promulgating
this regulation, the agency had intend-
ed the phrase "compulsory process" to
include any appropriate action neces-
sary to compel entry to a workplace.
Indeed, agency representatives rou-
tinely sought and received ex iarte
warrants as one of the means for se-
curing entry to workplaces before the
Barlow's decision. However, since a
question has been raised as to the
meaning of the regulation, and-in
order to remove any doubt on this im-
portant matter, the regulation is being
amended to make explicit that the
Secretary is authorized to obtain ex
parte warrants or their equivalent.

The Barlow's Court also ackndwl-
edged that ex pate warrants issued in
advance might become necessary in
order to carry out the surprise inspec-
tions which the Court recognized are
specifically contemplated by the Act.
However, the Court's decision raises
questions as to whether the Secre-
tary's present regulation and the Field
Operations Manual provide for the ob-
taining of compulsory process in ad-
vance of an employer's refusal. Thus,
again to remove any doubt, the pre-
sent regulation is amended to express-
ly state that the agency's authority to
obtain inspection warrants is not de-
pendent on an employer's prior refusal
to permit an inspection. In other
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words, the agency may obtain war-
rants in advance of an Inspection or In-
vestigation if such procedure s desir-
able or necessary under the circum-
stances. For example, a pre-refusal
warrant for an inspection may be de-
sirable in view of geographical factors
or in situations where It Is possible to
predict that a refusal or other inter-
ference with the conduct of an inspec-
tion Is likely.

Finally, the regulation Is amended to
authorize the Regional Administrator
and the Regional Solicitor to Institute
procedures, as experience In obtaining
warrants is gained, whereby compli-
ance personnel may appear before
magistrates or judges and seek war-
rants under the direction of the Re-
gional Solicitor. Where instituted,
such procedures will result in the con-
servation of Regional Solicitor re-
sources and may also result in greater
expedition in securing warrants. The
regulation is also amended by deleting
the requirement that the Area Direc-
tor's consultation with the Regional
Solicitor be "immediate" and that the
Regional Solicitor's Initiation of ap-
propriate action be "prompt." This
amendment Is made in order to reflect
that although It continues to be
agency policy to minimize the delay
between a refusal and the obtaining of
compulsory process, discretion must be
left to the Area Director and the Re-
gional Solicitor to assign the appropri-
ate priority to such cases.

This amendment is made pursuant
to section 8(g)(2) of the Act (29 U.S.C.
657) and Secretary of Labor's Order
No. 8-76 (41 FR 25059), in implemen-
tation of the general inspection and
investigation authority conferred by
section 8(a) of the Act. General notice
of proposed rulemaking, public particl-
pation therein and delay in effective
date are not required by 5 U.S.C. 553,
since this section Is an interpretive
rule, general statement of policy and
rule of agency procedure and practice.

In accordance with the above, 29
CFR 1903.4 is hereby revised to read
as follows:

§ 1903.4 Objection to inspection.
(a) Upon a refusal to permit a Com-

pliance Safety and Health Officer, in
exercise of his official duties, to enter
without delay and at reasonable times
any place of employment or any place
therein, to inspect, to review records,
or to question any employer, owner,
operator, agent, or employee, In ac-
cordance with § 1903.3, or to permit a
representative of employees to accom-
pany the Compliance Safety and
Health Officer during the physical in-
spection of any workplace In accord-
ance with § 1903.8, the Compliance
Safety and Health Officer shall termi-
nate the inspection or confine the In-
spection to other areas, conditions,
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structures, machines, apparatus, de-
vices, equipment, materials, records, or
Interviews concerning which no objec-
tion Is raised. The Compliance Safety
and Health Officer shall endeavor to
ascertain the reason for such refusal,
and shall Immediately report the re-
fusal and the reason therefor to the
Area Director. The Area Director shall
consult with the Regional Solicitor,
who shall take appropriate action, in-
cluding compulsory process, if neces-
sary.

(b) Compulsory process may be
sought In advance of an inspection or
investigation if, in the judgment of
the Area Director and the Regional
Solicitor, circumstances exist which
make preinspection process desirable
or necessary.
(c) With the approval of the Region-

al Administrator and the Regional So-
licitor, compulsory process may also be
obtained by the Area Director or his
designee.
(d) For purposes of this section, the

term compulsory process shall mean
the institution of any appropriate
action, including ez parte application
for an inspection warrant or its equiv-
alent.

(Secs. 8(a), 8(g) Pub. L. 91-596, 84 Stat. 1600
(29 U.S.C. 657)).

Signed at Washington, D.C., this
15th day of December 1978.

EuLa BiNGcmir
As3istant Secretary

-of Labor.
EFR Doc. 78-35664 Filed 12-21-78; 8:45 am]

[6560-O-M]
Title 40-Protection of Environment

CHAPTER I-ENVIRONMENTAL
PROTECTION AGENCY

SUBCHAPTER C-AIR PROGRAMS

[FRL 1011-5]

PART 55-ENERGY RELATED
AUTHORITY

Delayed Compliance Order for Avfex
Fibers Inc.

AGENCY: Environmental Protection
Agency.
ACTION: Final rule.

SUMMARY: This notice announces
that the Environmental Protection
Agency (EPA) Is issuing an administra-
tive order to the Avtex Fibers Inc. re-
quiring Its Boiler Numbers one (1), two
(2), and three (3) at Front Royal, Vir-
ginia to achieve compliance by June
30, 1980 with air pollution require-
ments under the Virginia State Imple-
mentation Plan.

FEDERAL REGISTER, VOL 43, NO. 247-FRIDAY, DECEMBER 22, 1978



RULES AND REGULATIONS

EFFECTIVE DATE: December 22,. August 15, 1978, September 30, 1978,
1978. and May 31, 19.78, respectively.
FOR FURTHER INFORMATION 'Secondly, the- Avtex Fibers noted
CONTACT:. that- the proposed primary standard

condition of 218 pounds of particulate
Mr. Bernard E. Turlinski, Regional matter per hour for Boiler Numbers
Energy Coordinator, U.S. Environ- one (1), two (2), and three (3), and
mental Protection Agency; Region that' of 275 pounds of particulate
III, Sixth and Walnut Streets, Phila- matter per hour for Boiler Numbers
delphia, Pennsylvania 19106,(215- four (4) and five (5), are the emission
597-8176). . . levels that constitute best practicable

SUPPLEMENTAL INFORMATION: interim control which will notcause or
EPA has developed an administrative contribute significantly to a violation
order which is being issued under Sec- of the particulate matter standard
tion 113(d)(5) of the Clean Air Act under annual operating conditions.
("the Act"), 42 U.S.C. 7491 et seq., to- Since the Company would be unable
AvtexFibers Inc. 'requiring its Boiler, to maintain, the above levels on a day-
Numbers one (1), two (2), and three (3) to-day basis, a further demonstration
at Front Royal, Virginia to achieve was required to determine the maxi-
compliance with Virginia State Air mum hourly allowable emission limita-
Pollution Control Board, Section IV, tions'which would not cause or con-
Rules 2 and 3 of the Virginia State Im- tribute to a violition of the 24 hour
plementation. Plan by June, 30, 1980. standard for particulate matter. These
This order requires that Avtex Fibers levels were identified as 262 pounds of
Inc. install control equipment accord- particulate matter for Boiler Numbers
ing to the schedule set forth below, one (1), two (2), and three (3), and 330
prescribes interim emission reduction pounds of particulatd matter for
requirements, specifies emission limi- Boiler Numbers four (4) and five (5).
tations, prescribes coal pollutant char- The EPA recognizes in -the case of
acteristics, and' requires monitoring Avtex Fibers, that control of allowable
and reporting of air quality and air emissions to guard against a violation
pollutant emissions data. Compliance of the 24 hour standard also provides
with the terms of the order precludes reasonable assuredness that the Corn-
any further enforcement by the EPA pany will not cause or contribute to a
under Section 113 of the Act and any violation of the annual standard.
citizens suits under Section 304 of the Therefore, 'the proposed primary
Act against the source for violations of standard condition of 218 pounds of
the Virginia State Implementation particulate matter per hour for Boiler
Plan provisions covered by the order. Numbers one (1), two (2), and, three

.The entire contents of the order (3); and 275 pounds of particulate
were proposed in the FEDERAL REGis- matter per hour for- Boiler Numbers
TER on May 15, 1978 (43 FR 20823). In four (4) and five (5),' have .been
this notice the EPA invited the public changed to 262 and 330 pounds of par-
to submit written comments on and re- " ticulate matter per hour, respectively.
quests for a public hearing'concerning Lastly, the EPA proposed order re-
the order and its issuance. quired that the Company install a con-

Comments were offered only by tinubus opacity monitor for each stack
Avtex Fibers Inc. which, for the most serving Boiler Numbers one (1), two
part, were suggested wording changes (2), and three (3). The Company indi-,
for purposes of clarity to mininiize any cated that the control equipment to be
future misunderstandings between. installed will be a single structure to
EPA and Avtex Fibers Inc. Changes accommodate all five (5) boilers and
were suggested by Avtex Fibers to the that it Will be discharging to a single
proposed dates governing completion stack. The five (5) existing boiler
of interim control equipment on Boiler stacks will be dismantled upon comple-
Numbers one (1) and two (2) and the tion: of the control equipment installa-
date for entering into contracts for tion. The Company further indicated
continuous particulate matter removal that they will install a permanent
equipment necessary for final compli- opacity monitor in the single new
ance. The EPA agrees that these stack following installation and oper-
changes are feasonable and will not ation of the control equipment. As a
affect the Company's overall ability to result, EPA is deleting the require-
comply with the order in: the most ex- ment for installation of opacity moni-
peditious mapner. Therefore, the tors and in its -place is requiring that
dates of April 30, 1978 for completion the Company conduct and record visi-
of interim control equiliment on'Boiler ble emissions observations on the ex-
Number one (1), June 30, 1978 for haust gas emissions by means of certi-
completion of interim control equip- fled observers. Such observations shall
ment on Boiler Number two (2), and be conducted in accordance with EPA
April 30, 1978 for entering into con- Method nine (9) as specified in Appen-
tracts for particulate matter, removal dix A of Part 60; Title 40 of the Code
equipment, have been -changed to of Federal Regulations, as amended.

As indicated in the proposed notice
of May 15, 1978, regulation promul.
gated in 40 CFR Part 55 under the au-
thority of Section 119 of the Act, as In
effect prior to the amendments of
August 1977, are being revised to re-
flect this statutory change. Any exten-
sions to be granted under the new au-
thority of 113(d)(5) will be promulgat-
ed in Part 55. Because of the shorter
time period necessary for promulga-
tion of a delayed compliance order
(fDCO) as compared to the time neces-
sary for revision of the regulations
under 40 CFR Part 55, this order for
Avtex Fibers Inc. is promulgated
under Part 55 prior to the publication
of the revised regulations.

One major change that the Clean
Air Act Amendments of 1977 have had
on implementation of the Energy
Supply and Environmental Coordina-
tion-Act is that written concurrence of
the Governor of the appropriate State
must be obtained on any date EPA
proposes to certify to the Department
of Energy as the earliest date a pro-
hibited source can cpnvert to coal in
complitmce with applicable air polu,
tion requirements. See Pub. L. 95-95,
Section 112(b)(1). This concurrence
was requested of the Honorable John
N. Dalton, Governor of the Common-
wealth of Virginia, and was received
on July 5, 1978,

Therefore, based upon the request
by Avtex Fibers, the rebuttal of re-
gional limitation, the EPA's findings,
and the written concurrence from
Governor John N. Dalton, this order Is
hereby issued. In addition, this order
is being made effective immediately
since no purpose would be served by
delaying its effective date.
(42 U.S.C. 7413(d).)

Dated: December 14, 1978.
DOUGLAS M. COSTLE,

Administrator.
Part 55 of Chapter I, Title 40 of the

CoIde of Federal Regulations is amend-
ed by adding a new section to Subpart
VV as follows:

SUBPARTVV-VIRGINIA

§ 55.971 Delayed Compliance Order.
The Administrator hereby Issues a

delayed compliance order to Avtex
Fibers Inc., Front Royal Plant, Boiler
Numbers one (1), two (2), and three
(3), Front Royal, Virginia ("the
source"), upon the following condi.
tions:

(a) Primary standard conditions.
The source shall not burn coal which
results in the emissions of particulate
matter in excess of 262 pounds of par-
ticulate matter per hour from either
Boiler Numbers one (1), two (2), or
three (3) and 330 pounds of particu-
late matter per hour from either
Boiler Numbers four (4) or five (5) in
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accordance with the following sched-
ule of compliance:

(1) During the period of the order's
effectiveness, Avtex Fibers shall oper-
ate and maintain the particulate col-
lection equipment on Boilef Numbers
one (1), two (2), and three (3) to
ensure a minimum removal efficiency
of 86 percent at total capacity, and on
Boiler Numbers four (4) and five (5) a
minimum removal efficiency of 82 per-
cent at total capacity.

(2) During the period of the order's
effectiveness, Avtex Fibers shall 'not
burn coal with an ash content exceed-
ing 10 percent and a heating value of
less that 12,500 BTU's per pound.

(3) Within 30 days of the effective-
ness of this order, Avtex Fibers shall
submit a proposal for a complete air
quality monitoring network to be set
up by the source as required by sub-
paragraph (VI)(A)(1).

(4) Within 90 days after receiving
EPA approval of the proposed net-
work, Avtex Fibers shall complete in-
stallation and begin. operation of the
air quality monitoring network.

(5) Within 90 days of the effective-
ness of this order, Avtex Fibers shall
submit for EPA approval the methods,
procedures, and devices the Company
intends to use to obtain the informa-
tion required by subparagraph
(VI)(B).

(b) Plan for compliance woith Section
IV, BRues 2 and 3. The source shall
comply with Section IV, Rule 2 (effec-
tive date: March 17, 1972) and Rule 3
(effective date: March 17, 1972;
amended August 11, 1972) of the Com-
monwealth of Virginia in accordance
with the following increments of com-
pliance:

(1) Completed-Complete on-site
construction of high efficiency multi-
cyclone collector on Boiler Number
.three (3).

(2) August 15, 1978-Complete on-
- site construction of high efficiency

multicyclone collector on Boiler
Number one (1). -

(3) September 30, 1978-Complete
on-site construction of high efficiency
multicyclone collector on Boiler
Number two (2).

(4) Completed-Enter into contracts
for particulate emissions controls and
other equipment necessary for final
compliance.

(5) June 30, 1978-Submit for ap-
proval to the Director of the EPA.
Region III, Air and Hazardous Materi-
als Division (hereinafter referred to as
"the Director"), contracts for continu-
ois - particulate emissions reduction
systems and. other equipment neces-
sary for final compliance.

(6) April 30, 1979-Initiate on-site
construction or installation of continu-
ous particulate control systems.

(7) April 30, 1980-Complete on-site
construction or installation of continu-
ous particulate control systems.

(8) June 30, 1980-Perform emissions
tests in accordance with 40 CFR Part
60 and submit reports demonstrating
final compllande with the Regulations
of the Commonwealth of Virginia, Sec-
tion IV, Rules 2 and 3.

(c),Interlm requirements. The source
shall comply with the following inter-
im requirements prior to achieving
compliance with Section V, Rules 2
and 3 of the Commonwealth of Virgin-
Ia.

(1) Within 60 days of commencing
the use of coal in Boiler Number two
(2). Avtex Fibers shall perform source
testing for particulate emissions usfng
EPA Method Five (5) as specified In
Appendix A of Part 60, Title 40 of the
Code of Federal Regulations, as
amended. The Company shall perform
such tests in a manner prescribed by
EPA Region III and shall provide the
Regional Energy Coordinator a mini-
mum of 15 days written notice prior to
conducting such tests. The Avtex
Fibers Inc. shall provide a complete
report containing all information per-
tinent; to the performance and results
of-the stack tests within 30 days of
completing such tests.

(2) Within 120 days of the effective-
ness of this order, Avtex Fibers shall
qonduct and record visible emissions
observations on the exhaust gas emis-
sions from Boiler Numbers one (1),
two (2), and three (3). Such observa-
tions shall be conducted by certified
observers in accordance with EPA
Method Nine (9) as specified In Appen-
dix A of Part 60, Title 40 of the Code
of Federal Regulations, as amended.
Such observations shall be for a period
of at least one continuous hour per
stack per day.

(3) The Avtex Fibers shall keep
monthly records of air quality and air
pollution emissions data and shall be
submitted within 15 days of the end of
each calendar month. These records
shall detail daily emissions for all fuel-
burning units and shall include:

(1) Fuel consumption for each day of
-the preceding month.

(iI) Analysis of the fuel consumed
during each week to Include sulfur
content, ash content and high heating
value.

(ill) For the stacks serving Boiler
Numbers one (1), two (2), and three
(3), a record of the hourly visible emis- •
sions observations on the exhaust gas
emissions by means of certified observ-
ers.

(4) The Avtex Fibers Inc. shall
notify the Director of any instances of
exceeding the National Primary Arabi-
ent Air Quality Standards within 72
hours of the collection of such data.

(5) The Avtex Fibers Inc. shall
notify the Director within 10 days

after each incremental requirement
has been satisfied, or within 10 days
after the final date set for achieving
each such requirement, If such re-
quirement has not been achieved.

(d) Violation of any requirement of
this order shall result in one or more
of the following actions:

(1) Enforcement of such require-
ment pursuant to subsection 113 (a),
(b), or (c) of the Clean Air Act, includ-
ing possible Judicial action for injunc-
tion and/or penalties and in appropri-
ate cases, criminal prosecution.

(2) Revocation of this order, after
notice and opportunity for a public
hearing, and subsequent enforcement
of the Virginia State Implementation
Plan.

(3) If such violation occurs on or
after July 1, 1979, notice of noncompli-
ance and subsequent action pursuant
to Section 120 of the Act.

(e) Nothing herein shall affect the
responsibility of Avtex Fibers Inc. to
comply with State, local, or other Fed-
eral laws or regulations.

The entire order is hereby refer-
enced. Any terms or conditions ap-
pearing in the order and not contained
herein does not excuse compliance by
Avtex Fibers Inc.

(PFI Doc.78-35512 Filed 12-21-78; 8:45 am]

(6560-01-M]
EFRL 1010-21

PART 65-DELAYED COMPLIANCE
ORDERS

Delayed Compliance Order for the
Naval Training Center, Orlando,
Florida

AGENCY: Environmental Protection

Agency (EPA).

ACTION: Final rule.

SUMMARY: The Administrator of
EPA hereby issues a. Delayed Compli-
ance Order (DCO) to the Naval Train-
ing Center CNTC). The DCO requires
the NTC to bring air emissions from
Its pathological waste incinerator into
compliance with certain regulations
contained in the federally-approved
Florida State Implementation Plan
(SIP). The Naval Training Center's
compliance with the DCO will pre-
clude suits under the federal enforce-
ment and citizen suit provisions of the
Clean Air Act for violation(s) of the
SIP regulations covered by the DCO
during the period the DCO is in effect

DATES: This rule takes effect on De-
cember 22. 1978.
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FOR FURTHER INFORMATION
CONTACT:

'Mr., Wayne Aronsoh, Air Enforce-
ment Branch, Enforcement Division,
EPA, Region IV, -345 Courtland
Street, N.E., Atlanta, Georgia 30308,
telephone number: 404/881-4253.

ADDRESSES: The Delayed Compli-
ance Order, supporting material, and
any comments received in response to
a prior FEDERAL REGISTER notice pro-
posing issuance of the DCO are availa-
ble for public inspection and copying
during normal business hours at: Air
Enforcement Branch (3rd Floor), EPA,
Region IV, 345 Courtland Street, N.E.,
Atlanta, Georgia.30308.
SUPPLEMENTARY INFORMATION:
On August 10, 1978, the Regional Ad-
ministrator of EPA's Region IV Office
published in the FEDERAL REGISTER, (43
FR 35508), a notice setting Out the
provisions of a proposed Delayed Com-
pliance Order for the NTC's pathologi-
cal waste and classified material incin-
erator. The notice asked for public
comments and offered the opportunity
to request a public hearing on the pro-
posed DCO. No comments or requests
for a public hearing were received

RULES AND REGULATIONS

during the 30-day period provided h
the informal proposed rulemaking pro
cedure.
'Subsequent to the August 10, 1978

FEDERAL REGISTER publication of th
proposed Delayed Compliance Orde
for the Naval Training Center, th
classified material incinerator locate
in Orlando, Florida, achieved compl
ance with the Florida State Implemer
tation Plan. The classified material iI
cinerator is no longer in violation'c
the Florida SIP provisions covered b
the proposed DCO.

Dated: December 14, 1978.
DOUGLAS M. COSTLE,

Administrator.

In consideration of the foregoin
Chapter 1 of Title 40 of the Code
Federal Regulations is amended as fo
lows:

1. By amending the table in § 65.14
by adding an entry to read as follow

§ 65.140 Federal Delayed Complian
Orders issued under Section 113(d) (1
(3), and (4) of the Act. .

* - *

I Date of FR SIP Final
Source Location Docket No. Proposal Regulation Compliance

Involved Date

Naval Training Center Orlando, Florida. I2CO-78-3 ...... 8/10/78 (43 Chapter 1/15/
(pathological waste FR 35508). 17-2.04(6)(a)2a.
Incinerator).

[FR Doc. 78-35528 Filed 12-21-78; 8:45 am]

[4310-10-M]
Title 41-Public Contracts and

Property Management

CHAPTER 14-DEPARTMENT OF THE
INTERIOR

PART 14-19-TRANSPORTATION

Ocean Transportation on Privately
Owned United States Flag Vessels;
Correction

AGENCY: Interior Department.
'ACTION: Correction to final rule.
SUMMARY: This document makes
certain corrections to FR Doe. 78-
31336, appearing at page 51635 in-the
Monday, November 6, 1978 issue of the
FEDERAL REGISTER concerning ocean
transportation ori privately-owned ves-
sels of commodities contracted" for
that require ocean transportation.
This correction adds tile effective date
which was inadvertently omitted and-a
few other editorial changes are made.

Part 14-19 is corrected, as set fort
below., -

FOR - FURTHER INFORMATIO
CONTACT.

William Opdyke, 202-343-5914.

-. Comu~T~os

In FR Doc. 78-31336, appearing
page 51635 in the issue of Monday, N
vember 6, 1978, the following corre
tions are made:

1. Add the following.

EFFECTIVE DATE: This amendmel
is effective December 6, 1978.

2. The Table of Contents is amend
by'adding the following entry prece
ing § 14-19.108-50:

Subpart 14-19.1-General

Sec.
* 14-19.108 ' Ocean transportation

* '- * * a

n

8,
e
r
le
d
i-
12-
1-

3. A section caption is added to the
basic regulations and preceding § 14-
19.108-50 as follows:

Subpart 14-19.1-General

§ 14-19.108 Ocean transportation.

Dated: December 11, 1978.
f jRcL RD R. HITE,
)Y DeputyAssistant

Secretary of the Interior.
(FR Doc. 78-35665 Filed 12-21-78; 8:45 am]

[4310-10-M]g,
f PART 14-55-PROCUREMENT OF
1I- SERVICES
40"

Contracts for Consulting Services and
Management Studies and Services

ce AGENCY: Department of the Interior.

ACTION: Final rule.

SUMMARY: This rule makes changes
to the Interior Procurement Regula-
tions concerning contracts for manage-
ment studies and services. The amend-

.ment implements the requirements of
OMB Bulletin No. 78-11 concerning
guidelines for the use of consulting

79 services.

EFFECTIVE DATE: January 22, 1979.

FOR FURTHER INFORMATION
CONTACT.

William Opdyke, 202-343-5914.
h

SUPPLEMENTARY INFORMATION:

N I, BACKGROUND

The regulations contained in 41 CFR
Subpart 14-55.2 prescribe policy and
procedures for procurement of man-
agement'studies and services. The reg-
ulations require Departmental approV-

it al for contracts exceeding $10,000 for
o- management assistance or consulting
c- services ranging from specific advice

and guidance to comprehensive analy-
-sis, surveys or studies dealing with a
broad range of administrative, man-

- ageinent and program activities.nV Guidelines for the use of consulting
services were issued on May 5, 1978, by

ed the Office of Federal Procurement
d- Policy, Office of Management 'and

Budget under OMB Bulletin No. 78-
11.

This rule implements the require-
ments of OMB Bulletin No. 78-11 by
amending 41 CPR Subpart 14-55.2.
The principal changes include: I

1. A revisedstatement of policy;
2. Approval by the Director, Office

of Administrative and Management
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Policy, of covered contracts which
exceed $10,000;

3. Specific inclusion of consulting
services;

4. Additional examples of the types
of studies and services that require
Departmental approval;

5. A definition of consulting services;
and

6. A requirement concerning conflict
of interest.

Changes have been made through-
out the Subpart which necessitates a
complete revision.

Pnm yY AUTHOR
The primary author of this rule is

William Opdyke, Division of Procure-
ment and Grants, Office of Adminis-
trative and Management Policy, De-
partment of the Interior, 18th and C
Streets, N.W., Washington, D.C. 20240,
telephone 202-343-5914.

WAIVER

It is the general policy of the De-
partment of the Interior to allow time
for interested parties to participate in
the rulemaking process. However, the
amendments contained herein are en-
tirely administrative in nature and
pulic participation woul
priate. Therefore, the pu
ing process is waived in
in accordance with 5 U.S.

IMPACT
The Department of th

determined that this do
not contain a mnajor r
preparation of an Infl
Statement under Exec
11821 or OMB Circular A

Accordingly, pursuant
ity of the Secretary of
contained in 5 U.S.C.
Chapter 14 is amende
below.

Dated: December 11, 19

RIcHAEm
DeputyAssistant

of

Subpart 14-55.2-Contrc
suiting Services and
Studies and Services

1. The table of content,
55 is amended by revisin
for Subpart 14-55.2 to re

* *

Subpart 14-55.2--Contracts
Services and Management SI
ices

Sec.
14-55.200
14-55.201
14-55.202
14-55.203
14-55.204

Scope of subpart.
Policy.
Applicability.
Definitions.
Procedures.

* *

2. Subpart 14-55.Z is revised to read
as follows:

Subpart 14-55.2-Contracts for Con-
sulting Services and Management
Studies and Services

§ 14-55.200* Scope of subpart.
This subpart prescribes policies and

procedures relative to procurement of
consulting services and management
studies and services by contract.

§ 14-55.201 Policy.
It is the policy of the Department of

the Interior to ensure that consulting
services and management studies and
services are appropriate and necessary
and that the requirements and end
products for these procurements are
clearly defined. All requirements and
any Justifications for noncompetitive
procurement shall be reviewed and ap-
proved by the Director, Office of Ad-
ministrative and Management Policy,
before any procurement action is
taken.

[d be inappro- § 14-55.202 Applicability.iblic rulemak-
this instance (a) The policy and procedures of thisC. 553. subpart apply to all procuring activi-ties of the Department for contracts

exceeding (or expected to exceed)
e Interior has $10,000 for management assistance or
cument does consulting services ranging from spe-

ule requiring cific advice and guidance to compre-
ation Impact hensive analysis, surveys or studies
,utive Order dealing with, but not limited to:
.-107. (1) Policy and program planning,
to the author- analysis and development; e.g., policy
the Interior development, program planning, eco-

301, 41 CpR nomie analysis and program impact;
d as stated (2) Program review and evaluation;

(3) Organization or management
78. planning, review or analysis; e.g., man-
R. Hm, agement or operational reviews, man-
Secretary, agement audits and reviews and sur-
the Interior. veys of operations;

(4) Systems requirements, feasibility
acts for Con- studies and system development; e.g.,
Management management information systems, ac-

counting systems, personnel manage-
ment systems and planning;

for Part 14- (5) Employee development and
g the entries training programs; e.g., development
ad as follows: of curriculum or instructional materi-

als, instructor's guides and training
* * handbooks;

for Consulting (6) Methods and procedures and effi-
tudies and Serv- ciency or productivity studies of sys-

tems; e.g., operations research studies,
paperwork management, management
services work and model development;
and

(7) Energy management studies and
services; e.g., on-site building surveys
to identify reduction in both energy
cost and operating cost; analysis of ex-
isting motor vehicle preventive main-
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tenance programs; training programs;
and energy program promotion.

(b) Excluded from these provisions
are the following.

(1) Personal services of experts and
consultants covered by the authority
of 5 U.S.C. 3109;

(2) Contracts for services covered by
Subpart 14-55.1 of this chapter (in-
cluding university research contracts;
architectural and engineering services;,
scientific research, development and
testing; and manufacturing and tech-
nical services unrelated to the services
listed in paragraph (a) of this § 14-
55.202).

(3) Contracts for systems require-
ments and feasibility studies for strict-
ly technical or scientific systems; and

(4) Contracts which are included
under the provisions of Part 306 of the
Departmental Manual (306 DM 4) con-
cerning automatic data processing pro-
curement.

§ 14-55.203 Definitions.
(a) "Solicitations for contracted

management studies and services and
consultant services" means all solicita-
tions, formal or informal, for manage-
ment studies or services and consul-
tant services as specified In § 14-
55.202(a) to be accomplished under a
contract or purchase order, including
letter requests and requests for pro-
posals.

(b) ',Management study or service
and consultant service contract!"
means any' contract for services as
specified In § 14-55.202(a). including
basic ordering agreements and their
task orders, indefinite delivery con-
tracts and their task orders and any
contract modification which extends
or renews the contract or significantly
changes the scope of work or increases
the total contract price by more than
$10,000.

(c) "Consulting services" means
those services of a purely advisory
nature relating to the governmental
functions of agency administration
and management and agency program
management.

§ 14-55.204 Procedures.
(a) Procuring activities shall observe

the requirements of Part 365 of the
Departmental Manual (365 DM 1) con-
cerning responsibilities, advance
review and approval, selection panel,
contract monitoring and notification
of completion applicable to contracts
for management studies and services
and consulting services.

(b) Upon approval of a request to
contract for a management study or
service or consulting service, the pro-
curing activity will prepare the solici-
tation which shall include, in addition
to other applicable requirements, the
following.
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(1) A statement that the award mayf
be made without further discussion of
proposals so that the proposal should
be submitted initially on the most fa-
vorable terms as provided under § 1-
3.805-1(a) of this title;

(2) A requirement that the'offerors
will submit a separate business or cost
proposal and a separate proposal re-
garding technical considerations,
qualifications and key personnel;

(3) A statement that offerors shall
state on proposals any restrictions
against disclosure of information for
purposes other than proposal evalua-
tion;

(4) A complete statement of the
work and. adequate information- so
that offerors have a clear understand-
ing of the background an'd dimensions
of the requirement;

(5) The objectives and scope of the
project shall be clearly defined, with
limitations, if any, on the contractor;

(6) A requirement that the offeror
will specify in the proposal the ap-
proach that will be used to accomplish
the statement of work;

(7) The evaluation criteria, listed in
the order of descending importance,
which will be used to evaluate the pro-
posals;

(8) A clear statement of the items to
be delivered and the period of per-
formance; and

(9) A provision warning offerors con-
cerning conflict of interest and a re-
quirement for appropriate disclosure
by offerors of any conflict of interest.
[FR Doc. 78-35541 Filed 12-21-78; 8:45 am]

[1505-01-MIo

Title 45-Public Welfare

CHAPTER X-COMMUNITY SERVICES
ADMINISTRATION

[CSA Instruction 6903-1a]

PART 1069-GRANTEE PERSONNEL
MANAGEMENT

Subpart-Policy and Procedures on
$18,000 Per Year Salary Limitation

Correction:

In FR Doec. 78-34421 appearing at
page 57890 in the issue for Monday,
December 11, 1978, the EFFECTTVE
DATE should read "January 10, 1979."

RULES AND REGULATIONS

[7035-01-M]
Title 49-Transportation

CHAPTER X-INTERSTATE

COMMERCE COMMISSION
SUBCHAPTER D-TARIFFS AND SCHEDULES

[Docket No. 370863

PART 1330-FILING QUOTATIONS
FOR GOVERNMENT SHIPMENTS AT
REDUCED RATES

Require One Copy of Government
Shipment Quotations Instead of Two

AGENCY: Interstate Commerce Com-
mission.

ACTION: Final rule.

SUMMARY: Former section 22 of the
Interstate Commerce Act (49 U.S.C.
10721) authorizes the transportation
of government traffic at reduced rates
ui~der certain circumstances. The
Commission now requires that the
rate quotations or tenders be in writ-
ing and that two copies be filed. How-
ever, only one copy is actually needed.
Therefore, this document amends 49
CFR 1330.5 to require the filing of
only one copy. Certain other minor
modifications in the existing rule are
also being made. A rulemaking pro-
ceeding pursuant to section 553 of the
Admini trative Procedure Act is un-
necessary because this change is .de-
signed to lessen a burden on members
of the public and will not result in any
adverse effect on any person.
EFFECTIVE DATE: February 1, 1979.
ADDRESS: Section of Tariffs, Bureau
of Traffic, Room 4333 Interstate Com-
merce Commission, Washington, D.C.

- 20423.

FOR FURTHER INFORMATION
CONTACT.

William P. Geisenkotter, Chief, Sec-
tion of Tariffs, Bureau of Traffic,
Interstate Commerce Commission,
Washington, D.C. 20423 (202-275-
7739).
This-decision does not significantly

affect the quality of the human envi-
ronment.

It is ordered:
1. Part 1330 of Title 49 of the Code

of Federal Regulations is amended by
revising § 1330.1 and § 1330.5 as fol-
lows:

§ 1330.1 Applicability.
The provisions of, this part shall

apply to copies of quotations or
tenders made by all common carriers
by railroad, including express and
sleeping-cars companies, by pipeline,
by motor vehicle, and- by water, and
freight forwarders, to the United

States Government, or any agency or
department thereof, for the transpor-
tation, storage or handling of property
or the transportation of persons free
or at reduced rates as permitted by 49
U.S.C. 10721, except quotations or
tenders which, as Indicated by the
United States Government or any de-
partment or agency thereof to any
carrier or carriers, Involves informa-
tion the disclosure of which would en-
danger the national security.

§ 1330.5 Manner of submitting quotations.
(a) General Copies of all quotations

or tenders by common carriers to
which this part applies, concerning
rates, fares, or charges for the trani'
portation, storage, or handling of
property, or the transportation of per-
sons free or at reduced rates, including
quotations or tenders for retroactive
application whether negotiated or re-
negotiated after the services have
been performed, which are submitted
to the Interstate Commerce Commis-
sion on and after the effective date of
this part in conformity with the provi-
sions of paragraph (b)(2) of 49 U.S.C.

.10721 shall conform to this section.
(b) Cory to be submnitted concurrent-

ly with submittal to government agen-
cies. One exact copy of the quotation
or tender shall be submitted to the
Commission concurrently with the
submittal of the quotation or tender
to the Federal department or agency
for whose account the quotation or
tender is offered or the proposed serv-
ices are to be rendered. The copy will
be maintained at the Washington
office of this Commission. It shall be
signed and shall clearly indicate the
name and official title of the officer
executing the document. The copy
filed with the Commisslorl shall be
numbered consecutively In a series
maintained by the carrier or agent be-
ginning with "1".
(c) Filing procedure. The copy shall

be filed with a letter of transmittal
which shall clearly indicate that it is
being filed in accordance with the re-
quirements of Section 10721. It must
be addressed to the "Interstate Com-
merce Commission, Washington, D.C.
20423", with the envelope marked as
containing "Government Shipment
Quotation", and delivered free of all
charges. If receipt for the document is
desired, the letter of transmittal must
be sent in duplicate, and one copy
showing date of receipt by the Com-
mission will be returned to the sender.

(d) Quotation or tender superseding
prior one A quotation or tender which
supersedes a prior quotation or tender
shall cancel, by a statement shown Im.
mediately under the number of the
new document, the prior document by
number.
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2. This decision and the amended
regulations shall become effective Feb-
ruary 1, 1979.

3. Notice of this decision will be
given to the public by depositing a
copy in the office of the Secretary, In-
terstate Commerce Commission,
Washington, D.C. 20423, for public in-
spection, and by delivering a copy to
the Director, Office of the Federal
Register, for publication in the FPiMR-
AL RFismm as notice to all interested
persons.

This decision is issued under author-
ity of 49 U.S.C. 10321 and 10721.
Decided: December 13, 1978.

By the Commission, Chairman
O'Neal, Vice Chairman Christian,
Commissioners Brown, Stafford,
Gresham, and Clapp.

NANCY L. WILSON,
Acting Secretary.

]FR Doe. 78-35580 Filed 12-21-78; 8:45 am]

[4310-55-M]
Title 50-Wildlife and Fisheries

CHAPTER 1-UNITED STATES FISH
AND WILDLIFE SERVICE, DEPART-
MENT OF THE INTERIOR

PART 33-SPORT FISHING

Opening of Pocasse National Wildlife
Refuge, South Dakota, to Sport
Fishing

AGENCY: Fish' and Wildlife Service,
Interior.
ACTION: Special Regulation.

SUMMARY: The Director has deter-
mined that the opening to sport fish-.
ing of Pocasse National Wildlife
Refuge is compatible with the objec-
tives for which the area was estab-
lished, will utilize a renewable natural
resource, and will provide additional
recreational opportunity to the public.
DATES: Effective January 1, 1979
through December 31, 1979.
FOR FURTHER INFORMATION
CONTACT*' - -

Refuge Manager, Sand Lake NWR,
Columbia, SD 57433 (605) 885-6320.

SUPPLEMENTARY INFORMATION:

§ 33.5 Special regulations; sport fishing;,
for individual wildlife refuge areas.

Sport fishing is permitted on Po-
casse National Wildlife Refuge, South
Dakota, only on the areas designated
by signs as being open to fishing.
These areas comprising 600 acres are
delineated on maps available at the
refuge headquarters and from the
office of the Regional Director, U.S.
Fish and Wildlife Service, PO Box

25486, Denver Federal Center, Denver,
Colorado 80225. Sport fishing shall be
in accordance with all State Regula-
tions, subject to the following condi-
tion:

L The use 'of boats is permitted
northwest of Highway 10 only; boats
are not permitted southeast of High-
way 10.

The provisions of this special regula-
tion supplement the regulations which
govern fishing on wildlife refuge areas
which are set forth in Title 50 Code of
Federal Regulations, Part 33.

Nom-The U.S. Fish and Wildlife Service
has determined that this document does not
contain a major proposal requiring prepara.
tion of an Economic Impact StAtement
under Executive Order 11949 and OMB Cir-
cular A-107.
(Sec. 2, 33 Stat. 614, as amended, sec 5, 43
Stat. 651, secs. 5, 10, 45 Stat. 449. 1224, sees.
4, 2. 48 Stat. 402, as amended, 451, 1270, sec.
4, 76 Stat. 654; 5 U.S.C. 301, 16 U.S.C. 685,
725, 690d, 7151 664. 718d, 43 U.S.C. 315a, 16
U.S.C. 460k; sec. 2, 80 Stat. 926; 16 U.S.C.
668bb.)

Dated: December 13, 1978.
SAM WALDSTWI,
Refuge Manager

FM Doe. 78-35558 Filed 12-21-78:8:45 am]

[4310-55-M]
PART 33-SPORT FISHING

Opening of Sand Lake National Wild-
life Refuge, S. Dak., to Sport Fish-
ing

AGENCY: Fish and Wildlife Service,
Interior.

ACTION: Special Regulation.

SUMMARY: The Director has deter-
mined that the opening to sport fish-
ing of Sand Lake National Wildlife
Refuge is compatible with the objec-
tives for which the area was estab-
lished, will utilize a renewable natural
resource, and will provide additional
recreational opportunity to the public.
DATES: January 1, 1979 through De-
cember 31, 1979.
FOR FURTHER INFORMATION
CONTACT:.

Refuge Manager, Sand Lake NWR,
Columbia, SD 57433 (605) 885-6320.

SUPPLEAMNARY INFORMATION:

§33.5 Special regulations; sport fishing;
for Individual wildlife refuge areas

Sport fishing is permitted on the
Sand Lake National Wildlife Refuge;
South Dakota, only' on the areas desig-
nated by signs as being open to fish-
Ing. These areas comprising 150 acres
are delineated on maps available at
the refuge headquarters and from the
office of the Regional Director, U.S.

Fish and Wildlife Service, P.O. Box
25486, Denver Federal Center, Denver,
Colorado 80225. Sport fishing shall be
in accordance with all applicable State
regulations subject to the following
conditions:

1. The use of boats is not permitted.
The provisions of this special regula-

tion supplement the regulations which
govern fishing on wildlife refuge areas
generally which are set forth in Title
50 Code of Federal Regulations, Part
33. The public is invited to offer sug-
gestions and comments at any time.

Noaz-The U.S. Fish and Wildlife Service
has determined that this document does not
contain a major proposal requiring prepara-
tion of an Economic Impact Statement
under Exetutive Order 11949 and OMB Cir-.
cular A-107.
(Sec. 2, 33 Stat. 614. as amended, sec. 5. 43
Stat. 651, sees. 5, 10, 45 Stat. 449,1224, sees.
4. 2. 48 Stat. 402. as amended 451. 1270, sec.
4. 76 Stat. 654; 5 U.S.C. 301. 16 U.S.C. 685.
725, 690d, 7151. 664. 718d, 43 US.C. 315a, 16
U.S.C. 460k: we. 2, 80 Stat 926; 16 U.S.C.
668bb.)

Dated: December 13,1978.

SAN WALI)STMNr,
Refuge Manage-.

[FR Doe. 78-35559 Filed 12-21-78; 8.45 am]

[3510-22-M]

CHAPTER Vi-FISHERY CONSERVA-
TION AND MANAGEMENT, NA-
TIONAL OCEANIC AND ATMOS-
PHERIC ADMINISTRATION, DE-
PARTMENT OF COMMERCE

PART 611-FOREIGN FISHING

Increase of Foreign Allocations
Regulations

AGENCY: National Oceanic and -At-
mospheric Adminstration/Commerce.

ACTION: Amendment to preliminary
management plan to increase the total
allowable levbl of foreign fishing
(TALFF) in foreign fishing regulations
for Atlantic squid.
SUMARY: On November 29, 1978,
proposed amendments to the prelimi-
nary management plan (PMP) for the
squid fisheries of the Northwestern
Atlantic were published in the FizDz-
AL REGsra (43 FR 55809). That pro-
posal reduced the US. harvesting ca-
pacity estimates of long-finned squid
by 1,900 mt and estimates increased
the TALFF by a corresponding 1,900
mt. No comments were received on
these proposed amendments. Conse-
quently the PMP is amended as pro-
posed, and corresponding changes are
made to the 1978 foreign fishing regu-
lations.
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EFFECTIVE DATE: December -19,
1978.
FOR FURTHER INFORMATION
CONTACT:

Mr. William -G. Gordon, Director,
Northeast Regional Office, National
Marine Fisheries Service, 14 Elm
Street, Federal Building, Gloucester,
Massachusetts 01930, Telephone:

.(617) 281-3600.
SUPPLEMENTARY INFORMATION:
The foreign fishing regulations for
1978 which appeared at 42 FR 60682,
on November 28, 1977, initially estab-
lished the total allowable level of for-
eign fishing (TALFF) for long-finned
squid at 19,000 mt. However, the 1978
foreign fishing regulations (§ 611.20)
stated that "* * * as soon as possible"
after June 15 the IU.S. harvesting ca-
pacity would be reassessed, "based on
updated information relating to status
of stocks, estimated and actual per-
formance of domestic and foreign
fleets in current and prior -years, and
other relevant factors."

The National Marine Fisheries Serv-
ice has surveyed all known active pro-
cessors of squid in the Northeastern
United States concerning their desired
1978 squid pack and has determined
that the original estimate of U.S. har-
vesting capacity in 1978 for long-
finned (Loligo) squid was too high.
The Assistant Administrator has de-
termined, therefore, that the estimat-
ed 1978 U.S. harvesting capacity for

long-finned squid should be reduced
by 1,900 mt (from 25,000 mt to 23,100
mt). The Assistant Administrator has
also determined that the 1,900 mt sur-
plus of long-finned squid should be
added to the TALFF, increasing it
from 19,000 mt to 20,900 mt.

The Assistant Administrator for
Fisheries, under an appropriate dele-
gation of authority, for good cause
finds:

(1) That failure to make-surplus re-
sources available to foreign nations
within a reasonable time is not consist-
ent with the purpose and intent of the
Fishery Conservation and Manage-
ment Act of 1976;

(2) That these changes do not re-
quire the preparation of an environ-
mental assessment; and

(3) That these changes do not re-
quire the preparation of regulatory
impact analysis.

The PMP is revised as follows:

c. Estimated Domestic Production Poten-
tial and Allowable Foreign Surplus. The ca-
pacity of the United States to exploit squid
in 1978 was estimated by the National Oce-
anic and Atmospheric Administration, in
consultation with members of the U.S. fish-
ing industry, as 29,10 mt. Of this amount,

.23,100 mt was of long-finned squid (Lollgo),
and 6,000 mt was of short-finned squid
(filex). This left 49,900 mt of both species as
foreign surplus. Specific figures by species
are given in Table 26.

TABLE 26-Squid Optimum Yield and Allocations

[In metric tons]

Maximum
sustainable Optimum US. Foreign

Species yield yield capacity surplus

Mlex ... . .......................................... 40,000 35,000 6,000 29,000
Loligo ............................................... 44,000 44,000 23,100 20,900

Signed in Washington, D.C., this 19th day of December, 1978.
JACK W. GEHRINGER,

Deputy Assistant Administrator for Fisheries,
National Marine Fisheries Service

(16 U.S.C. 1801 et seq.)

§ 611.20 [Amended]
Amend 50 CFR 611.20(c) by revising Table i as follows: t,
Line 7 is revised to read:

"Species Code" "Species" "Ocean Area" "Amended
TALFF (mt)"

501 ............ Squid, long-finned .................... do..... ....................... 20.900

[FR Doc. 78-35698 Filed 12-21-78; 8:45 am]
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proposed rules
i s ff=- of the FEDERACI REGISTER contains notices to the pubic of the pcoposed issuance of rues and regulations. The purpse of these notices is to

gfve interested persons an opportnity tar participate Fn" the rule making prior to the adoptin of the ri" ramI

[3410-05-M-

DEPARTMENT OFAGRICULTURE

Agricultural Stabilizatiorf and Conservatiorr-
S~rvke

[7:Cr&t 7241

F1RECURW-(TYPE21), FIRECURM (TYPE522-
24Y, DARK Alt URED, (TYPES 3-W), VIL-
GMIN_ SUN CURED_ (TYPE 37), CGA:l
BINDER.(TYPEs si &m5), AND CIGAR- FILLER.
&lINDEr9(YPES 4-44;53 -5S)

pIroposed Determinaffons- oE Mharketng Quotas
for the 197"0, 198O-8r0 ond 1981-n2: Mar-
keting Yearsfor Fire Cured (Type 21) -Hie-
Cured (Types 22-24), Da&Air Curet (Types:
35-36) Virginia Sun Cured (Type 37), Cigca
Binder (Types 51 & 52), and Cigar Filler and
Binder (Types 42-44; 53-55) Tobaccos,

AGENCY: Agricultural Stabilztion.
and Conservation Service, USDA.

ACTION: Proposed rule.

SUMMARY: The Secretary of Agricul-
ture is preparing to determine and an-
nounce national marketing quotas for
the minor kinds of tobacco for the
197[-1980 marketing year. The quotas
must. be announcedi by February 1,
1979..J terestedc persons-are invited to,
submit written comments, views and.

" recommendations-concerningthe proc-
Tamation- and. announcement of
quotas,thereferendunito.be held, and

",other related matters.

1ATES: Written- comments must be
received. by January 15, 1979. in: order
tO:beZsureofconsidemrtiom

. en(L comment. to:_ the
rector;15rmiSupport and-Loan.DWvi-

sion ASWS, -ULSJJDpartment-of7Agrh_
cut R U- PIQ.. B 2415 W-asbiigton,.

FMR PUJI1TEMRM O AIO
CON=Cft -

Robert L_ Tarczy-,.(202) 44T-760I
SUFLMETAYTNFRJEMTON:

Th Agricultural Adjustment Act of
1938 as amended (hereinafter refe=ed.
ta as: the: "Act!'L requires the Secre-
tary (M) with. respect to fire-cured.
(type 21),. f -re cured. (types 22-24) and
dark air cured (types 35-36) tobaccos
to procaTq national marketing quotas
for the 1979-80, 1980-81,. and 1981-82
marketing years and to conduct,
within 30 days after proclamation of
such national marketing quotas, refer-

endims of farmers engaged In.the
1978- production of such respective
kinds.of tobacco to determine whether
theyfavor or oppose marketing quotas
for such-years and (2) with respect to
fire-cured (type 21), fIre-cured (types
22-24), dark air-cured, Virginia sun-
cured,. cigar binder (types 51 & 52),
and cigar-filler andbinder (types 42-44
& 531-55) tobacco, to-determine and an-
nounce the amo unts- of the national
marketing quotas for each of such
kinds of tobacco for the 1979-80 mar-
ketingyear; to convert such marketing-
quotas into, national acrege allotments
and, announce the allotments; to ap-
portion- such allotments, less reserves
of not to exceed I per centum of each
respectively, through the local ASCS
county committees among old farms
and to apportion the- reserves for use
in (a) 6stablishing acreage allotments
for new farms and (b) making correc-
tions and adjusting inequities In old
farm allotments.

Section 312(a) of the Act (7 US.C.
1312(a)) requires the Secretary to pro-
clanim a rketngquotas, not later than
February 1, 1979, for fire-cured (type
21). fire-cured (types 22-24), and dark
air-cured, (types' 35-36) tobaccos for
the three marketing years beginning
October, 1, 1979, because the 1978-79
marketing years Is the last year of the
three consecutive years for which mar-
keting- quotas previously proclaimed.
will be in effect for these kinds of to-
bacco.

Quotas were- previously proclaimed,
referendums conducted, and. quotas
approvec by growers as follows: fire-
cured and dark air-cured tobacco, for
the 1976-7t, 1977-78, and 1978-79 mar-
keting years- (41 FR 4881); Vtrglna.
sun-cured tobacco for the- 1977-78,
197879 and. 1979-80 marketing years
(421EM6819) and. cigar binder tobacco
(types. 51 & 52) and. cigar-filler and
binder tobacco (types 42-44 & 53-55)
for- the 1978-79, 1979-80, 1980-81 mar-
keting years (43 FR. 16410). Section
301(b)(15) of the Act (7 U.S.C.
1301(b)(15)) defines "tobacco" as- each
one of the kinds of tobacco listed
below comprising the types specified
as classified in. Eervce and Regulatory
Announcement Number 118 (Part 30
of this title) of the former Bureau of
Agricultural Economics of the Depart-
ment:
Flue-cured. tobacco. comprising types 11. 12,

13. & 14;
Fire-cured tobacco, comprising type 21:

Fire-cured tobacco, comprising types 22, 23.
& 24;

Dark air-cured tobacco, comprising types 35
& 36;

Virginia sun-cured tobacco, comprising type
37;

Burley tobacco, comprising type 31;
Maryland tobacco, comprising type 32;
Cigar filler and cigar binder tobaco, com-

prising types 42, 43, 44, 45. 46, 51, 52, 53,
54, & 55. and

Cigar filler tobacco, comprising typ 4L

Section 30I(b}(15) also provides that
any one or more of the types compris-
ing any such kind of tobacco shal be
treated as a."kind of tobacco" for the
purposes of the Act if the Secretary
finds that there is a difference In
supply and demand conditions as
among such types of tobacco which re-
sults in a. difference In the adjust-
ments needed In the marketins there-
of In order to maintain supplies inline
with demand. Pursuant to this author-
Ity, the Secretary has determined (I5
FR 8214) that type 46tobacco sball be
treated as a separate kind of tobacco
for purposes of marketing quotas and
price supports. Pursuant to such au-
thority, the Secretary has also deter-
mined (22 FR 367) that cigar-binder
(types 51 and 52) tobacco, beginning
with. the195T-58 marketing year, shall
be treated as a separate kind of tobac-
co for purposes of marketing'quotas
and price supports. TIype 45-tobacco is
no longer grown. No further action
under this section Is contemplated at.-
this time

Section 312(b) of the Act (7 US.C
1312(b)) provides, that the Secretary
shal determine and. announce, not
later than the first day of February
1979 with respect to kinds other than
flue-cured tobacco, the amount of the
national marketing quota which will
be In effect for the 1979-80 marketing
year in terms of the total quantity of
tobacco which may be marketed which
will make available during such mar-
keting year a supply of each kind of
tobacco equal to the reserve supply
level. Section 312(b) of the Act pro-
vides further that the amount of tht
1979-80 national- marketin quota- so
announced may n tltertlan March
1.1979, be increased by-not more than
20 per centum If the Secretary deter-
mines that such increase is necessary
in order to meet market demands or to
avoid undue restrictions of marketings
In adjusting the total supply to the re-
serve supply level.

Section 301(b) of the Act (7 U.S.C.
1301(b)) defines the "'total supply" of
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any kind of tobacco (except type 46)
for any marketing year as the carry-
over at the beginning of the marketing
year (or on January 1 of such market-
ing year in the case of Maryland to-
bacco) plus the estimated production
in the United States during the calen-
dar year in which such marketing
begins. "Reserve supply level" is de-
fined as the normal supply plus 5 per
centum thereof. "Normal supply" is
defined as a normal year's domestic
consumption and exports, plus 175 per
centum of a normal year's domestic
consumption and 65 per centum of 'a
normal year's exports. A "normal
year's domestic consumption" is de-
fined as the yearly average quantity
produced in the United States and
consumed in the United States during
the 10 marketing years immediately
preceding the marketing year in which
such consumption is determined, ad-
Justed for current trends in such con-
sumption. A "norinal year's"'exports is
defined as the yearly average quantity
produced in the United States which
was exported from the United States
during the 10 marketing years immedi-
ately preceding the marketing year in
which such exports are determined,-
adjusted for current trends in such ex-
ports.

Section 312(c) of the. Act (7 U.S.C.
1312(c)) requires that within 30 days
after a national marketing quota is
proclaimed under § 312(a) of the Act
for a kind, of tobacco, the Secretary
shall conduct a referendum of farmers
engaged in the production of the crop,
of such kinds of tobacco harvested im-"
mediately prior to the holding of the
referendum to determine whether
such farmers are in favor of or op-
posed to quotas for the next three suc-
ceeding marketing years. If more than
one-third of the farmers voting in a
referendum for a kind of tobacco
oppose the quotas, such results shall
be proclaimed by the Secretary and
the national marketing quotas so pro-
claimed shall not be in effect, but such
results shall in no way affect or limit,
the subsequent proclamation and sub-
mission to a referendum, as otherwise
provided in § 312, of a national market-
ing quota.

Section 313(g) of the Act (7 U.S.C.
1313(g)) authorizes the Secretary to
convert the national marketing quota
into a national acreage allotment on
the basis of the national average yield
for the five years immediately preced-
ing the year in which the national
marketing quota is proclaimed and to
apportion the national acreage allot-
ment (less a reserve of not to exceed 1
per centum thereof for new farms and
for making corrections and adjusting'
inequities in old farm allotments)
among old farms.

PROPOSED RULE

The Secretary is preparing to deter-
mine and announce for the 1978-79
marketing year for the minor kinds of
tobacco:

1. The amount of the reserve supply
level for fire-cured (type 21), fire-
cured (types 22-24), dark air-cured,
Virginia sun-cured, cigar binder (types
51 & 52) and cigar filler and binder
(types 42-44 & 53-55) tobaccos.

2. The amount of the national mar-
keting quota for each of these kinds of
tobacco for the 1979-80 marketing
year.

3. The national factors for appor-
tioning national acreage allotments to
old farms.

4. The amounts of the national acre-
age allotments to be reserved for new
farms and for making-corrections and
adjusting inequities in old farm allot-
ments.

5. The date(s) or period(s) of the ref-
erendums on quotas for the 1979-80,
1980-81, and 1981-82 marketing year
for fire-cured (type 21), fire-cured
(types 22-24), and, dark air-cured
(types 35 & 36).tobaccos, and whether
the referendums should be conducted
at polling places rather than by mail
ballot (31 FR 12011).

Prior to making any determinations,
the Secretary will give consideration
to comments, views, and recommenda-
tions submitted in writing to the Di-
rector, Price Support and Loan Divi-
sion. All written -submissions made
pursuant to the notice will be made
available -for public inspection from
8:15 a.m. to 4:45 p.m., Monday through
Friday, in Room 3741-South Building,
14th and Independence Avenue SW.,
Washington, D.C.

Executive Order 12044 (43 FR 12661,
Mar. 24, 1978) requires at least a 60-
day public comment period on any
proposed significant regulations
except where the Agency determines
this is not possible. Because the quotas
for -the 1979-80 marketing year for
other tobaccos is required by statute
to be announced by February 1, 1979,
it is hereby found and determined
that compliance with the 60-day com-
ment period required by Executive
Order 12044 is impossible. According-
ly, comments must be received by Jan-
uary 15, 1979 in order to be assured of
consideration.

An approved draft impact analysis
statement is available from Thomas A.
VonGarlem, Acting Director, Price
Support and Loan Division, Room
3741-South Building, P.O. Box 2415,
Washington, D.C. 20013.

Signed at Washington, D.C., on De-
cember 19; 1978.

STEWART N. SMITH,
Acting Administrator, Agricul-

tural Stabilization and Con-
servation Service.

[FR Doc. 78-35712 Filed 12-21-78; 8:45 am]

[4110-07-M]

DEPARTMENT OF HEALTH,
EDUCATION, AND WELFARE

Social Security Administration

[20 CFR Part 4041

[Regs. No. 41

FEDERAL OLD-AGE, SURVIVORS, AND
DISABILITY INSURANCE

Requirements for Entitlement or Reentilement
to Child's Benefits

AGENCY: Social Security Administra-
tion, HEW.

ACTION: Withdrawal of Notice of
Proposed Rule Making.

SUMMARY: The Social Security Ad-
ministration is withdrawing the pro-
posed amendments to the regulations
entitled "Requirements for Entitle-
ment or Reentitlement to Child's
Benefits," which was published in the
FEDERAL REGISTER of April 1, 1977 (42
FR 17484).
EFECTIVE DATE: This withdrawal
will be effective December 22, 1978.
FOR FURTHER INFORMATION
CONTACT:

Mrs. V. J. Schlosser, Legal AssiStant,
Social Security Administration, 6401
Security Boulevard, Baltimore,
Maryland 21235, telephone (301)
594-7332.

SUPPLEMENTARY INFORMATION:
After the publication of the Notice of
Proposed Rule Making, the Secretary
of Health, Education, and Welfare
issued guidelines for' writing regula-
tions as part of Operation Common
Sense. (See FEDER L REGISTER of No-
vember 18, 1977, 42 FR 59555.) In light
of the Secretary's Initiatives, we have
reviewed the Notice of Proposed Rule
Making on "Requirements for Entitle.
ment or Reentitlement to Child's
Benefits," and have decided to address
these policies in the recodificaton of
Subpart D dealing with benefits. The
Notice of Proposed Rule Making for
this recodification was published on
November 14, 1978; (43 FR 52936). -
Therefore, the proposed amendments
published in the FEDERAL REGISTER of
April 1, 1977 (42 FR 17484), entitled
"Requirements for Entitlement and
Reentitlement to Child's Benefits",
are withdrawn.
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Dated: November 8, 1978.
STANFORD G. RoSSi

Commissioner of Social SecuritY.

Approved: December 12, 1978.
JosEPH A. CALuANo, Jr.,

Secretary of Health, Education,
and Welfare.

EFR Doe. 78-35636 Filed 12-21-78; 8:45 am]

[4210-01-M]

DEPARTMENT OF HOUSING AND
URBAN DEVELOPMENT

Office of Assistant Secretary for Housing-
Federal Housing Commissioner

[24 CFR Part 201]

[Docket No. R-78-593]

increase in Loan Maturity for Double-Wide
Mobile.Homes From 15 to 20 Years

Proposed Rule

AGENCY: Department of Housing
and Urban Development.
ACTION: Proposed Rule.

SUMMARY: The proposed amend-
ment would increase the maturity
period for an obligation financing the
purchase of a mobile home consisting
of two or more modules from 15 years
and 32 days .to 20 and 32 days. The
purpose of this rule is to implement
Title I of the Housing and Commu-
nity Development Act of 1977, Section
306(b). The Department of Housing
and Urban Development, as a result of
a recent study, has concluded that a
mobile'home consisting of two or more
modules can attain 20 years of useful
life provided that only one transporta-
tion trip occurs after manufacture,
unless special specified shipping pre-
cautions are observed.
DATE: Interested persons are invited
to submit written comments, data, sug-
gestions or objections by January 22,
1979.
ADDRESS: All materials which per-
sons wish to submit should be sent to
the Rules Docket Clerk, Room 5218,
Department of Housing and Urban
Development, 451 Seventh Street,
SW., Washington, D.C. 20410. A copy
of each comment will be available for
public inpsection at the above address
during regular business hours.

-FOR FURTHER INFORMATION
CONTACT'

Thomas C. Thornton, Acting Direc-
tor, Title I Insured Loafi Division,
Department of Housing and Urban
Development, 451 Seventh Street
SW., Washington, D.C. 20410 (202)
755-8686.

SUPPLEMENTARY INFORMATION:
Section 306(b) of the Housing and
Community Development Act of 1977
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authorized a maturity period of 23
years and 32 days for an obligation fi-
nancing the purchase of a mobile
home composed of two or more mod-
ules. After careful review, It has been
determined to increase the maximum
maturity to 20 years and 32 days from
the present maximum of 15 years and
32 days rather than the 23 year period
authorized by the Act. If subsequent
experience indicates that the maturity
period should be increased to 23 years
and 32 days, the regulations will be
amended to effect the longer period.

The Department has determined
that an environmental Impact state-
ment Is not required with respect to
this rule. A copy of the Finding of In-
applicability Is available for Inspection
in the office of the Rules Docket
Clerk, Room 521B, Department of
Housing and Urban Development, 451
Seventh Street, SW., Washington,
D.C. 20410.

Accordingly, § 201.560 is amended to
read as follows:

§ 201.560 Maturity provision.
*" . except that an obligation for a

mobile home composed of two or more mod-
ules should have a term of not more than 20
years and 32 days. 0* 0
(Sec. 7(d), Department of Housing and
Urban Development Act, 79 sec. 670 (42
U.S.C. 3535(d) sec. 2,48 Stat. 1248 (12 U.S.C.
1703).)

In accordance with Section 7(o)(4) of
the Department of HUD Act, Section
324 of the Housing and Community
Development Amendments of 1978,
Pub. L. 95-557, 92 Stat. 2080, this pro-
posed rule has been granted waiver of
Congressional review requirements In
order to permit publication at this
time for public comment.

Issued at Washington, D.C., Decem-
ber 1, 1978.

Iaucs B. SrmoNs,
Assistant Secretary for Housing,

Federal Housing Commissioner.
[FR Doc. 78-35693 Filed 12-21-78; 8:45 am]

[4830-01-M]
DEPARTMENT OF THE TREASURY

Internal Revenue Service
[26 CFR Part 26]

ELR-2-77]

EFFECTIVE DATES OF GENERATION-SKIPPING
TRANSFER TAX

Proposed Rulemaking

AGENCY: Internal Revenue Service,
Treasury.
ACTION: Notice of proposed rulemak-
ing.
SUMMARY: This document contains
proposed regulations relating to-the
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application of the effective date provi-
sions of a new tax on generation-skip-
ping transfers which was added by the
Tax Reform Act of 1976.

The proposed regulations provide
guidelines for determining whether an
amendment to a will or trust will sub-
ject it to the provisions of the genera-
tion-skipping transfer tax.
DATES: Written comments and re-
quests for a public hearing must be de-
livered or mailed by February 20, 1979.
ADDRESS: Send comments and re-
quests for a public hearing to: Com-
missioner of Internal Revenue, Atten-
tion: CCLR. T (LR-2-77), Washington,
D.C. 20224.
FOR FURTHER INFORMATION
CONTACT. Fred E. Grundeman of
the Legislation and Regulations Divi-
sion, Office of Chief Counsel, Internal
Revenue Service, 1111 Constitution
Avenue, N.W., Washington, D.C. 20224
(Attention CC'JR.T) (202-566-3295)
(not a toll-free number).

SUPPLEMENTARY INFORMATION:

BACKGROUND

This document contains proposed
generation-skipping transfer tax regu-
lations under Chapter 13 of the Inter-
nal Revenue Code of 1954, as added by
section 2006 (a) of the Tax Reform
Act of 1976 (the "Act") (Pub. L. 94-
455; 90 Stat. 1879) and amended by
section 702 (n) of the Revenue Act of
1978 (Pub. 1. 95-600) to provide rules
for applying the effective date to cer-
tain trusts. These regulations are to be
Issued under the authority contained
In section 7805 of the Internal Reve-
nue Code of 1954 (68A Stat. 917; 26
U.S.C. 7805).

IN GERAL

A tax Is imposed on every genera-
tion-skipping transfer. Hoiever, this
tax Is imposed only on generation-
skipping transfers occurring after-
June 11, 1976. Also, certain trusts in
existence on that date are excluded
from the application of the genera-
tion-skipping transfer provisions. The
Act further provides that a trust,
which Is otherwise excluded from the
new tax, may become subject to the
tax if additions to corpus are made
after June 11, 1976. The proposed reg-
ulations provide rules for computing
the generation-skipping transfer tax
attributable to such additions to
corpus.

The Act also provides that a will or
trust which is initially excluded from
the provisions of the Act may become
subject to these provisions if the will
or trust Is amended in certain ways
after June 11, 1976.

The proposed regulations provide
guidelines for determining whether an
amendment to a will or trust will sub-
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Ject it to the provisions of the genera-
tion-skipping transfer tax.

COMMENTS AND REQUESTS FOR A PUBLIC
HEARING

Befoie adopting these proposed reg-
ulations, consideration will be given to
any written comments that 'are sub-
mitted (preferably- six copies) to the
Commissioner of Internal,.Revenue.
All comments will be available for
public inspection and copying. A
public hearing will be held upon .writ-
teri request to the Commissioner by
any person who has submitted written
comments. If a public hearing is held,
notice of the time and place* will be
published in the FEDERAL REGISTER.

DRAFTING INFORMATION

The principal author of these pro-
posed regdlations vas Fred E. Grunde-
man of the Legislation and -Regula-
tions Division of the Office of Chief
Counsel, Internal Revenue Service.
However, personnel from other offices
of the Internal Revenue Service and
Treasury Department participated in
developing the regulation, both on
matters of substance and style.

PROPOSED AMENDMENTS TO THE
REGULATIONS

A new Part 26, Generation-Skipping
Transfer Tax Regulations, is to be
added to Title 26 of the Code of Feder-
al Regulations, and the first regula-
tions proposed to be contained in that
part are as follows: ,

Part 26-Generation-Skipping Transfer Tax
Regulations

See.
26.2601-1 Effective date.
AuTaoRrTy. Sec. 7805, Internal Revenue

Code of 1954 (68A Stat. 917; (26 U.S.C.
7805).)

§ 26.2601-1 Effective Date.
(a) In general. Except as provided in

paragraph (b) of this section, the pro-
visions of Chapter 13 of the Code
apply to any generation-skipping
transfer, as defined in section 2611(a),
made after June 11, 1976.

(b) Exceptions-(1)' General- rule.
The provisions of Chapter 13 of the
Code will not apply to--

(I) Any generation-skipping-transfer
made pursuant to a trust (or trust
equivalent within the meaning of sec-
tion 2611(d)) which was irrevocable on
June 11, 1976; or

(ii) Any generation-skipping trans-
fer, in the case of a decedent dying
before January 1, 1982, made pursuant
to a will or revocable trust (or trust
equivalent within the medning of sec-
tion 2611(d)) which was in existence
on June 11, 1976, and was not amend-.
ed at any time after that date in any
respect which would result in.the cre-
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ation of a generation-skipping transfer
or increase the amount of a genera-
tion-skipping transfer,

but in either case only to the extent
the transfer is not made out of corpus
added to the trust (or trust equiva-
lent) after June 11, 1976. If a decedent
on June 11, 1976, was under a mental
disability to change the disposition of
his property, or became so mentally
disabled at any time before January 1,
1982, without having am'ended a dis-
positive provision or his will or trust
after June 11, 1976, there will be sub-
stituted for "January 1, 1982" in the
preceding sentence the date which is
two years after the date on which the
decedent first regains his competence
to dispose' of such property (if later
than January 1, 1982).

(2) Limited powers of appointment.
The preceding subparagraph does not
aplly to a trust (or trust equivalent)
subject to a limited power of appoint-
ment if the power is exercised after
June'll, 1976, so as to-

(i). Postpone the vesting of any
estate or interest in the trust proper-
ty, or

(ii) Suspend the absolute ownership
or power of alienation of such proper-
ty (where the applicable rule against
perpetuities is stated in such terms)

for a period ascertainable without
regard to the date of the creation of
the trust. Such.a power will be deemed
-'to be so exercised if the power is exer-
cised by creating another power and
the second power can be validly exer-
cised (or the applicable provisions In

,default of such exercise can operate)
to postpone vesting or suspend owner-
ship (as described in paragraph (b)(2)
(i) or (i) of this section) for a period
ascertainable without regard to the
date of the creation of the first power..

(c) Revocable trusts-(1) In general
For pdrposes of this section, a trust in
existence on June 11, 1976, is treated
as a revocable trust to the extent that
on that date it was subject to-

-(I) A power to revoke or invade held
-by one or more persons;

(ii) A general power of appointment
(as defined in sections 2041(b) or sec-
tion 2514(c)) held by one or more per-
sons; or

(III) A power to hange beneficiaries
of any income or corpuq of the trust
(other than from one sedtion 501(c)(3)
organization to another section
501(c)(3) organization), if held by any
person who transferied assets to the
trust, whether or not that person can
exercise the power with or without the

-consent of one or more persons.
(2) Examples. The provisions of

paragraph (c)(1) of this sectionmay be
illusti-ated by the following examples:

Example (1). On June 11, 1976,'.Y, the
spouse of the' settler of a marital deduction
trust that was otherwise irrevocable on

June 11, 1976, had a life income Interest and
a general testamentary power of appoint.
ment over the trust. Because the trust is
subject to a general power of appointment
on June 11, 1976, it is treated as a revocable
trust for purposes of this section. If Y dies
before 1982 without exercising her testa-
mentary power of appointment, the trust
will not be subject to Chapter 13 If there is
a generation-skipping transfer pursuant to
the trust instrument after Ys death. How-
ever, if Y does not die before 1982, or if Y
exercises the testamentary power of ap-
pointment in a manner that creates or in-
creases a generation-skipping transfer, the
entire trust will be subject to Chapter 13.

Example (2). On June 11, 1976, A, the wife
of the settler of a trust in existence on that
date, had the right to withdraw $6,000 in
each calendar year from the trust. The trust
was otherwise irrevocable on June 11, 1970.
A does not exercise the power for any year
after 1975, and she dies in 1983. Because the
trust was subject to a power of invasion to
the extent of $5,000 a year, it is treated as
revocable to that extent until A's death.
Since A did not die before 1982, $5,000 a
year for each of the eight years after 197.5 is
considered an addition to corpus of a trust
that was otherwise irrevocable on Juno 11,
1976. However, if A had died before 19082,
$5,000 (the portion of the trust that was re-
vocable on June 11, 1976) would not be sub-
ject to Chapter 13 under paragraph (b)(1)
(if) of this section.

(d) Additions to corpUs-(1) In gen-
eral An addition made after June 11,
1976, to the corpus of a trust that was
Irrevocable on June 11, 1976, or to the
corpus of a revocable trust In exist-
ence on June 11, 2,976, will subject a
proportionate amount of the transfers
from such a trust to the provisions of
Chapter 13 of the Code. In such a
case, the portion subject to Chapter 13
is a fraction of the trust's total value.
The numerator of this fraction is the
amount of the addition (valued as of
the date the addition was made), and
the- denominator is the total value of
the trust immediately after the addi-
tion. Where there is niore than one ad-
dition to corpus after June 11, 1976,
the portion of the trust attributable to
all such additions will be a similar
fraction. The numerator of this frac-
tion is the sum of:

(I) The total value of the trust
which, Immediately 'before the latest
addition, is subject to Chapter 13, and

(11) The amount of the latest addi-
tion.
The denominator of the fraction is the total
value of the trust immediately after the
latest addition.

(2) Exceptions. Any addition to a
trust made pursuant to the will or re-
vocable trust of a decedent dying
before January 1, 1982, if such will or
revocable trust meets the require-
ments of paragraph (b)(1)(ii) of this
section will not be treated as an addi-
tion to corpus for purposes of para-
graphs (b)(1) and (d)(1) 6f this section.
In addition, any' inter vivos transfer to
a trust will not be treated as such an
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addition to corpus if the same proper-
ty or money would have been added to
the trust by such a will or revocable
trust (or passed in the same way) but
for the inter vivos transfer. However,
in any case where it cannot be deter-
mined at the time of the inter vivos
transfer if the preceding sentence will
apply, the inter vivos transfer will be
deemed to be an addition to corpus
until such time as a determination can
-be made.

(3) Appreciation. Appreciation in the
value of assets held in a trust as of
June 11, 1976, will not be considered
an addition to corpus.

(4) Income. Undistributed income,
not subject to a current power of with-
drawal and accumulated in taxable
years ending after December 31, 1978,
will be considered an addition to the
corpus of a trust in existence on June
11, 1976, for purposes of this para-
graph (d). The term "undistributed
income" means the excess of income
(as determined under section 643(b))
over total amounts properly paid or
credited or required to be distributed
for the year to or' for any current ben-
eficiary of the trust. Any amount
treated as a distribution for a prior
year under section 663(b) will be con-
sidered as paid for the prior year for
purposes of the preceding sentence.
The term does not include income re-
quired to be accumulated under the

.terms of the governing instrument for
any taxable year during which no dis-
cretionary power to distribute or
demand trust assets exists.

(5) Examples. The provisions of this
paragraph may be illustrated by the
following examples:

Example (1). The settlor of a trust that
was irrevocable on June 11, 1976, added
$6,000 to the trust corpus on July 30, 1976.
Immediately following the addition, the
corpus of the trust had a value of $300,000.
This addition represented 2 percent of the
value of the corpus. The settlor had no will
(or revocable trust) that was-Jn existence on
June 11, 1976. Distributions from the trust
after the transfer on July 30, 1976, will be
subject to the generation-skipping transfer
provisions to the extent of 2 percent.

Example (2). -On September 1, 1976,
$100,000 was added by the settlor to the
corpus of a trust that was irrevocable on
June 11, 1976, and that had a value of
$900,000- immediately immediately before
the addition. No other additions are made
until February 1, 1981, when the corpus has
a value of $2,000,000. At that time a second
addition of $500,000 is made. The settlor has
no will (or revocable trust) that was in exist-
ence on June 11, 1976. If a distribution is
made from the trust between the transfer
made on September 1, 1976, and the trans-
fer made on February 1. 1981. 10% [that is,
$100,000/($900,000 + $100,0000)] of the dis-
tribution will be subject to the generation-
skipping transfer provisions. To determine
such a percentage after the February trans-
fer, $200,000 (10% of $2,000,000, the value of
the corpus immediately before the last addi-
tion) is treated as an amount that is added
along with the $500,000 added on that date.

Therefore, assuming that no other additions
are made, 28% [that is, $200,000 +
$500.0000)/($2000.000 + $500.000)] of any
distribution made from the trust after Feb-
ruary 1, 1981, will be subject to the genera-
tion-skipping transfer provisions.

Example (3). His the grantor of an Irrevo-
cable generation-skipping trust which was
in existence on June 11, 1976. F's will,
which was executed before June 11. 1976.
and not amended thereafter, provides that
upon his death the entire estate will pour
over into his trust, In 1980, H transfers
$10,000 to the trust. If Hdies after 1981, the
transfer will be treated as an addition to
corpus for purposes of any distribution
made after the transfer to the trust In 1980.
If H dies before 1982, the entire trust (as
well as any distribution made by the trust
prior to his death) will be excluded under
paragraphs (b)(1)(i) and (d)(2) of this sec-
tion from the generation-skipping provi-
sions, because the $10,000 would have been
added to the trust under a will which would
have qualified under paragraph (b)(1)(il) of
this section. In either case, for any genera-
tion-skipping transfers -made after the
transfer to the trust In 1980 but before i's
death (or before January 1, 1982. If earlier),
the $10.000 will be treated as an addition, to
corpus and a proportionate amount of such
transfer will be subject to the generation-
skipping transfer provisions. If H dies
before January 1, 1982. the person liable for
any previously paid generation-skipping tax
may file a claim fo refund of such tax.

Example (4). T, the trustee of an Irrevoca-
ble trust created by H that was in existence
on June 11, 1976, and whose annual ac-
-counting period is the calendar year, had
the discretionary power -to distribute so
much of the current net income as she felt
desirable among a group consisting of A, B
and C. She also had the duty to invade
corpus for the suppdrt and maintenance of
D, at D's request, without regard to D's
income from any other source. During 1976
the trust had net income of $10,000 that was
not distributedand, from June 11, 1976, to
the end of the year. $15.000 was paid from
sources outside the trust for the support
and maintenance of D. The $25,000 Is con-
sidered an addition to corpus subject to the
generation-skipping transfer provisions.

Example (5). H and Ware the grantors of
separate revocable generation-skipping
trusts which were in existence on June 11,
1976, and not amended after that date. W
dies in 1980 and under the provisions of her
trust the corpus pours over into H's trust If
H dies before January 1. 1982. the entire
trust is excluded under paragraph (b)() of
this section from the generation-skipping
provisions. If H dies after 1981, the entire
trust Is subject to the generation-skipping
provisions because H's trust failed to qualify
under paragraph (b)(1)(il) of this section.
The fact that W died before 1982 Is Irrele-
vant, because her trust was added to a trust
that never qualified under paragraph
(b)()((1).

Ce) Amendments to wills or revocable
trusts.-(1) In general. For purposes of
this section, an amendment to a will or
revocable trust in existence on June
11, 1976, will not be considered to
result in the creation of, or an increase
in the amount of, a generation-skip-
ping transfer, where the amendment
is- -
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(1) Basically adminlstrative or clari-
fying In nature and only incidentally
Increases the amount transferred to a
trust, or

(M) Technical and designed to ensure
qualification of a transfer for the ap-
bllcable marital or charitable deduc-
tion for estate, gift, or generation-skip-
ping tax purposes and only incidental-
ly increases the amount transferred to
a trust.

For purposes of determining whether
a particular amendment to a will (or
revocable trust) creates, or increases
the amount of, a generation-skipping
transfer, the effect of the will (or revo-
cable trust) and of that amendment
will be determined by reference to the
facts as they exist on the date of
death of the decendent.

(2) Wills and trusts in existence oan
June 11, 1976. For purposes of this sec-
tion, a will or revocable trust will be
considered in existence on June 11,
1976, if (I) the will or revocable trust
was In existence on June 11, 1976, (ii)
the will or revocable trust was revoked
in Its entirely by a new will or revoca-
ble trust that did not create or increse
the amount of a generation-skipping
transfer, and (ill) prior to the death of
the testator or creator the new will or
revocable trust is revoked In such a
manner that, under local law, the doc-
ument in existence on June 11, 1976,
again controls the passing of property
at death.

(3) Examples. The provisions of
paragraph (e) (1) and (2) of this sec-
tion may be illustrated by the follow-
ing examples:

Example (1). An amendment decreases the
number of trustees for a trust in existence
on June 11. 1976. Although the amendment
has the effect of lowering administrative
costs and thus increasing the amount pass-
ing in a residuary generation-skipping trans-
fer, It will be considered administrative in
nature and will not prevent the trust from
qualifying under paragraph (b) of this sec-
tion.

Example (2). An amendment Is made to a
will in existence on June 11, 1976, that con-
tains a formula marital deduction provision,
to allow the estate to continue to obtain the
maximum allowable estate tax marital de-
duction. Such an amendment does not pre-
vent the will from qualifying under para-
graph (b) of this section even though the
amendment may incidentally produce an
estate tax savings that increases the amount
passing to a residuary generation-skipping
trust.

Example (3). An amendment to the will of
A revokes a bequest of $10.000 to B and
causes that amount to be added to a residu-
ary trust that will make generation-skipping
transfers. Such an amendment will be
deemed to increase a generation-skipping
transfer, unless B dies before A.

Example (4). On June 11, 1976. a will pro-
vided that an amount equal to the maxi-
mum allowable marital deduction would
pass to the testator's spouse. After June 11.
1976, the will is amended by codicil to pro-
vide that the amount passing to the surviv-
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ing spouse will not exceed one-half of the
adjusted gross estate, even though a larger
deduction may be allowable by reason of

-certain generation-skipping transfers or the
appication of section 2056(c)(l)(A)(i). As
the amendment merely removes a potential
ambiguity created by changes in the law
subsequent to execution of the will (and
does not change .the original distrfbutioh of
the estate) It will be considered clarifying in-
nature and will not prevent the will from
qualifying under paragraph (b).

Example (5). On June 11, 1976, fD's will
provided that an amount equal to the maxi-
mum allowable marital deduction would
pass to D's spouse. After June 11, 1976, the
will is amended to provide that the marital
share passing to D's spouse shall be the
lesser of the maximum allowable marital de-
duction or that amount which will result in
no estate tax liability for D's estate. The
amendment is not considered clarifying in
nature and may, therefore, prevent the will
from qualifying under paragraph (b).

Example (6). On September 1, 1976, C ex-
ecuted a codicil to a will that was in exist-
ence on June 11, 1976. The codicil increased
the amount of a generation-skipping trans-
fer In the original will. On July 1, 1977, C
executed a codicil revoking the prior codi-
cial. The first codicil will be considered, an

-amendment to a will in existence on June
11, 1976 which increased the amount of the
generation-skipping transfer, even though it
was subsequently revoked.

Example (7). On June 22, 1976, C executed
a new will (as opposed to a codicil) revoking
entirely a will in existence on June 11, 1976,
and increasing the amount passing in one of
two generation-skipping transfers. The
second will is a new will that was not in ex-
istence on June 11, 1976, and neither instru-
ment will qualify under paragraph (b) of
this section.

Example (8). On June 15, 1976, C executed
a new wW (as opposed to a codfil) revoking
entirely a will in existence on June 11, 1976.
Each amount passing in a generation-skip-.
ping transfer under the new will is no grebt-
er than the amount that would have passed
under the-will in existence on June 11, 1976.
If prior to C's death, C revokes the new will
in such a manner that the document in ex-
istence on June 11, 1976, becomes subject to
probate, the intervening instrument will not
disqualify the original Instrument for pur-
poses of paragraph (b) of this section. If C
revokes the new will by a later will repub-
lishing the original will in Its entirety, the

" republication would not qualify the will
under paragraph (b) unless local law would
require the proof of the original document
as C's will. -

JERoME KuRTz,

Commissioner of Internal Revenue.

[FR Doc. 78-35688 Filed 12-21-78: 8:45 am]
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[3710-08-M]

- DEPARTMENT OF DEFENSE

Department of the Army

[32 CFR Part 505]

[Army Reg. 340-21] 

PERSONAL PRIVACY AND RIGHTS OF INDIVID-
UALS REGARDING PERSONAL RECORDS

Proposed Exemption

AGENCY: Departfnent of Defense,
Department of the Army.

ACTION: Proposed exemption rule.
SUMMARY: The Army proposes to
amend § 505.9 by adding an exemption
to the Department of the Army Priva-
cy Act rules for proposed new system
of records Identified In the Supple-
mentary Information below.

DATES: Comments must be received
within 30 calendar days, on or before
January 21, 1979.

ADDRESS: Send comments to The
Adjutant General, Department of the
Army, ATTN: DAAG-AMNR-R, Forres-
tal Building, 1000 Independence
Avenue, SWi Washington, DC 20314.
FOR FURTHER INFORMATION
CONTACT:

Mr. Cyrus H. Fraker at the above ad-
dress; telephone: (202) 693/0973.

SUPPLEMENTARY INFORMATION:
The proposed exemption rule would
apply to proposed new system of rec-
ords A0402.01aDAJA, entitled General
Legal Files, which is published in the
F DERAL REGISTER concurrently with
this rule (see notices section). Exemp-
tion is needed as records from other
exempted systems of records are some-
times submitted- for, legal review or
other action. Copy of such records
may be permanently incorporated into
the General Legal Files as evidence of
facts upon which a legal opinion or
review was based. Exemption will
ensure that such records continue to
receive the" same protection afforded
them by exemptions granted to the
system of records in which they were

* originally filed.
The Department of the Army rules

have been published in the FEDERAL
REGISTER In FR Doec. 77-28255 of Sep-
tember 28, 1977 (42 'R 51486) and
amended in FR Doe. 78-490 of Janu-
ary 9, 1978 (43 FR 1336), FR Doc. 78-
11264 of April 26, 1978 (43 FR 17821),
and PR Doc. 78-24623 of August 31,
1978 (43 FR 38823).

This amendment Is proposed under
the authority of the Privacy Act of
1974, Pub. L. 93-579, 5 U.S.C. 552a.

MAUICE W. RoCRE,
Director, Correspondence and

Directives, Washington Head-
quarters ServiceS, Department
of Defense.

DECEMBER 18, 1978.

§ 505.9 is amended by adding the f0l-
lowing exemption rule. It should be'In-
serted before exemption rule ID.
AO501.08bDAMI (42 FR 51503), Sep-
tember 28, 1977.

§ 505.9 Exemption rules for Army systems
' of records.

a *

EXEMPTED RECORD SYSTEMS
(Specific Exemptions)

ID-A0402.O1aDAJA.
- SYSNAME-General Legal Files.
EXEMPTION-Those portions of this

system of records falling 'within 5
U.S.C. 552a(k) (1), (2), (5), (6), and (7)
may be exempt from the following
provisions of Title 5 U.S.C. Section
552a: (c)(3), (d), (e)(1), and (f).,

AUTHORITY-U.S.C. 552a(k ) (1), (2),
(5), (6), and (7).

REASONS-Various records from
other exempted systems of records'are
sometimes submitted for legal reylew
or other action. A copy of'such records
may be permanently incorporated into
the General Legal Files system of rec-
ords as evidence of the facts upon
which a legl opinion or review was
based. Exemption of the General
Legal Files system of records Is neces-
sary in order to ensure that such rec-
ords continue to receive the same pro-
tection afforded them by exemptions
granted to the systems of records In
which they were originally filed,

[FR Doe. 78-35524 Filed 12-21-78; 8:45 am]

[6560-01-M]
ENVIRONMENTAL PROTECTION

AGENCY

[40 CFR Part 651

[FRL 1028-5]

STATE' AND FEDERAL ADMINISTRATIVE
ORDERS PERMITTING A DELAY IN COMPLI-
ANCE WITH STATE IMPLEMENTATION PLAN
REQUIREMENTS

Proposed Delayed Compliance Order for Sun-
mark Industries, a Division of Sun OIl Co. of
Pennsylvania, Clermont, Ind.

AGENCY: U.S. Environmental Protec-
tion Agency.
ACTION: Proposed rule.
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SUMMARY: U.S. EPA proposes to
issue an Administrative Order to Sun-
mark Industries, a Division of Sun Oil
Company of Pennsylvania. The Order
requires the Company to bring its gas-
oline loading rack at Clermont, Indi-
ana, (the Source) into compliance with
A.PC-15, Section 4, part of the federal-
ly-approved Indiana State Implemen-
tation Plan (SIP). Because the Compa-
ny is unable to comply with- this regu-
lation at this time, the proposed Order
would establish an expeditidus sched-
ule requiring final compliance by July
1, -1979. Source compliance with the
Order would preclude suits under the
Federal enforcement and citizen suit
provisions of the Clean Air Act (Act)
for violation of the SIP regulation cov-
ered by the Order.

The purpose of this notice is to
invite, public comment and to offer an
opportunity to -request a public hear-
ing on EPA's proposed issuance of the
Order.
DATES: Written comments must be
received on or before the thirtieth day
of this notice and requests for a public
hearing must be received on or before
the fifteenth day from the date of this
notice. All requests for a public hear-
ing should be accompanied by a state-
ment of why the hearing would be
beneficial and a text or summary of
any proposed testimony to be offered'
at the hearing. If there is significant
public interest in a hearing, it will be
held after twenty-one days -prior
notice of this date, time, and place of
the hearing has been given In this
publication.

'ADDRESSES: Comments and requests
for a public hearing should be submit-
ted to Director, Enforcement Division,
U.S. Environmental - Protection
Agency, Region V, 230 South Dear-
born Street, Chicago, Illinois 60604.

.Material supporting the Order and
public comments received in response
to this notice may be inspected and
copied, (for appropriate charges) at
this address during normal business
hours.

FOR FURTHER INFORMATION
CONTACT'

Mr. Arthur E. Smith, Jr., Attorney,
Enforcement Division, U.S. Environ-
mental Protection Agency, 230
South Dearborn Street, Chicago, li-
nois 60604, at (312) 353-2082. -

SUPPLEMENARY INFORMATION:
Sunmark Industries, a Division of Sun
Oil Company of Pennsylvania, owns a
gasoline loading facility at Clermont,
Indiana. The proposed Order address-
es emissions from the gasoline loading
facility, which is' subject to APC-15,
Section 4 of the Indiana Implementa-
tion Plan. The regulation limits the
emissions of volatile organics (hydro-
carbons) and is part of the federally-

PROPOSED RULES

approved, Indiana State Implementa-
tion Plan. The Order requires the
final -compliance with the regulation
by July 1, 1979, and the Source has
consented to its terms. The Source has
agreed to meet the Order's increments
during the period of this Informal
rulemaking.

The proposed Order satisies the ap-
plicable requirements of Section
113(d) of the Clean Air Act. If the
Order Is issued, Source compliance
with its terms would preclude further
EPA enforcement action under Sec-
tion 113 of the Act against the Source
for violations of the regulation cov-
ered by the Order during the period
the Order is In effect. Enforcement
against the Source under the citizen
suit provisions of the Act (Section 304)
would be similarly precluded.

Comments received by the date spec-
ified" above will be considered in deter-
mining whether EPA should, Issue the
Order. Testimony given at any public
hearing concerning the Order will also
be considered. After the public com-
ment period and any public hearing.
the Administrator of EPA will publish
in the FzDEEzaL RzEGsmE the Agency's
final action on the Order in 40 CFR
Part-65.

Dated: December 12, 1978.a

JoHN McGuns,
RegionalAdministrator,

Region V.
In consideration of the foregoing, It

is proposed to amend 40 CFR Chapter
I, as follows:

Part 65-Delayed Compiance Order
1. By adding an entry to the table in

§ 65.190, Federal Delayed Compliance
Orders issued under Section 113(d) (1),
(3), and (4) the Act, to reflect approval
of the following order.
UK= STATES ENVIRONMMIL PRoTr3oxr

Acmcy

REGION V
In. the Matter of, Sunmark Industrics; a

Division of Sun Oil Company of Pennsylva-
nia Clermont. Indiana. Proceeding pursuant
to Section 113(d) of the Clean Air Act, as
amended (42 U.S.C. Section 7413(d)), Order
NO. -.

This Order is Issued this date pursuant to
Sections 113(a). 213(d) and 114 of the Clean
Air Act. as amended. 42 U.&C. Section 7401
et seq. (Act). This Order contains a schedule
for compliance, Interim control require-
merits, and reporting requirements. Public
notice, opportunity for a public hearing.
and thirty (30) days notice to the State of
Indiana have been provided pursuant to
Section 113(d)(1) of the Act.

FINDINGS
1. On April 12, 1978, the United States En-

vironmental Protection Agency (U.S. EPA)
Issued a Notice of Violation. pursuant to
Section 113(a)(1) of the Act., to Sunmark In-
dustries, a Division of Sun Oil Company of
Pennsylvania (Sun Oil), upon a finding that
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the Clermont Terminal, gasoline loading fa-
dlUty, was in violation of Indiana APC-15.
Section 4. a part of the applicable Imple-
mentation Plan defined in Section. 2O(d) of
the Act. This finding was based upon emis-
sion factor calculations derived from data
submitted to U.S. EPA by the subject facili-
ty.

2. In satisfaction of Section 113(aX4) of
the Act, opportunity to confer with the Ad-
minstrator's delegate was given to Sun Oil,.
and on April 27. 197&.. an enforcement con-
ference was held.

3. It has been determined that Sun Oil is
unable to immediately comply with the ap--
plicable Implementation Plan.

After a thoroughL investigation of all rele-
vant facts, including public comment It is
determined that the sechedule for compli-
ance set forth in this Order is as expeditious
as practicable, and that the terms of this
Order comply with Section 113d) of the
Act. Therefore, It Is hereby Ordered:

OaRR

L That Sun Oil will comply with the Indi-
ana Implementation Plan regulation APC-
15. Section 4. as approved by U.S. EPA on
May 14. 1973, including a vapor collection
and disposal/recovery system. In accordance
with the following schedule on or before the
dates specified therein.

A. In regard to the gasoline loading facili-
ty at Clermont, Indiana

1. July 31, 1978-Sun Oil shall award con-
tracts for the control equlpment

2. October 2, 1978-Sun Oil shall initiate
on-site construction for the control equip-
ment

3. May 1. 1979--Sun Oil shall complete on-
site construction.

4. July 1, 1979-Sun Oil shall achieve final
compliance with the Indiana Implementa-
tion Plan regulation APC-15. Section 4. as
approved by the U.S. EPA on May 14. 19M3.

5. Sun Oil shall implement operation and
maintenance procedures to maximize the
control efficiency of the pollution control
equipment.

IL That Sun OIL Clermont Terminal gas-
oline loading facility shall use the best prac-
ticable interim system of emison reduction
so as to mnifmize hydrocarbon emissions;
avoid any Imminent tnd, substantial endan-
gern ent to the health of persons; comply
with the requirements of the applicable Im-
plementation Plan insofar as It is able to;
and. comply with the following interim re-
quirements;

A. Sun Oil shall insert fill-pipes to the
bottom of the loading compartment in a
vertical position. Sun Oil shal control flow
rate so as to minimize hydrocarbon emis-
sion.

B. Sun Oil shall minimize product spil-
age.

IIL That Sun OIL Clermont Terminal,
gasoline loading facility, shall comply with
the following emission monitoring and re-
porting requirements on or before the dates
specified below:.

A. Emission Moniforing. Sun Oil shall
maintain a record of the amount of gasoline
which travels through the loading facility-.
This shall include the volume and vapor
pressure of the gasoline.

B. Reporting Requiremen ts. L No Later
than fifteen (15) days after any date for
achievement of an incremental step of fin
compliance, specified In this Order, Sun Oil
shall notify U.S. EPA in writing of Its com-
pliance, or noncompliance and reasons
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therefore, with the requirement. If delay'is
anticipated in meeting any requirement of
this Order, Sun Oil shall immediately notify
U.S. EPA in writing of the anticipated delay
and reasons therefore.

2. A quarterly report shall be sent to the
U.S. EPA reporting the progress of the pro-
gram for installation of the control equip-
ment and information required - by para-
graph III. A.

3. All submittals and notifications to U.S.
EPA pursuant to this Order shall be made
to Mr. Eric Cohen, Chief, Compliance Sec-
tion, Enforcement Division, U.S. EPA. 230
South Dearborn Street, Chicago, Illinois
60604.

IV. Nothing herein shall affect the re-
sponsibility of Sun Oil to comply with State
or local regulations, or other Federal regula-
tion.

V. Sun Oil is hereby notified that its fail-
ure to achieve final compliance by July 1,
1979, at the Clermont Terminal, gasoline
loading facility may result in a requirement
to pay a noncompliance penalty under Sec-
tion 120. In the event of such failure, Sun
Oil will be formally notified, pursuant to
Section 120(b)(3) and any, regulations pro-
mulgated thereunder, of Its noncompliance.

VI. Violation of any requirement of this
Order shall result in one or more of the fol-
lowing actions:

A. Enforcement of such requirement pur-
suant to Section 113 (a), (b),'or (c) of the

Act, including possible judicial action for an
injunction and/or penalties and In appropri-
ate cases, criminal prosecution.

B. Revocation of this Order, after notice
and opportunity for a public hearing, and
subsequent enforcement of Indiana Imple-
mentation Plan regulation APC-15, Section
4, in accordance with the preceding para-
graph.

C. If such violation occurs on or after July
1, 1979, notice of noncompliance and subse-
quent action pursuant to Section 120 of the
Act.

VIII. This Order Is effective immediately,
Date

- Administrator,

U.S. Environmental Protection Agency.

WAIvER Or RIGHTS TO CHALLENGE ORDER
Sun Oil, by the duly authorized under-

signed, hereby consents to the provisions of
this Order and waives any and all rights
under any provisions of law to challenge
this Order.

Date

(Signature of authorized representative of
Source)

[FR Doc. 78-35531 Filed 12-21-78; 8:45 am]
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notices
This section: ofthe FEDERAL REGISTEM contains t documens other than rules. or propose& ruies. thate applicohe to- the pulc. ?Zotims aearixgs: an I
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[6050-T-MI
ACTION

NATIONALCONSUMELCOOPERATIVEBANI
FEDERAL ONTERAGENC'rTASK FORCE

FurbbiJAietings

ACTION btotice of publa meeting
SUMIWARYf The Interagency- Ts
Force on. the National Consumer Co_
operative Bank will be holding- openr
public meetings- for the-purpose. of-so-
liciting input on issues. related to- the-
Bank. The Task Force is subdivided

-into five working Subcommittees, each.
of whichwill chair a sessionas-follows
DAT=, TIMEAND LOCATION

Date time anzdSubconmitlee
Ties., Jan.. 9,1979 9.00 an-I Internal Pro-

cedures; L0 pra II EllgIbfity & Prioritie
Wed.,.Jan.. 10, 1979- 9:00 ant--IPin ance &

Lending Policies-, L00 pm-I Self Help
Development-und.

Thin, Jan. LT. 197T 9.00 anm-V Technical
" Astwnce; L00 pi General. Bank Isstea

The location for-all sessions will be
the New Executive Office Building,
Room 2008, 17th and Pennsylvania
Ayes., N-W, Washington, D.C. 20503.
FOR FTHMT INFORMATION
CONTACT'I

Coop Bank Work Group, ACTION-,
Roon -M-203, 806. Connecticut Ave.,
N_.W. Washington, D.C- 20525, (202)_
254-5101

NU PLMENZARYINFORMATION-t
The Interagency Task- Force consists,.
of representatives of 1n Federal de-
partmenti and agencies. It is responsi-
ble for- the preparation of recommerr-
dat-on& and proposals for implementa-
tion of the NationaL Consumer Coop-
erative Bank Act (Pith- L_ 95-351) for
submission to- the Board of Directors
of the LBank. which will be appointed-
by the Presfdent and which. wll have-
final responsility for decisions-relat-
ing to the poilcfesr and operations fo
the Bank The Task Force has estab-
lished five interagency subcommittees,
with responsibilitiesi the areasnoted
above

Draft versions of each Subcommit-
tee's written submission- to the Task
ForcewDi be available to the publc by
writing to the above addres& Copies
will not be available before the first
week of January- Organizations and
individuals interested in attending the
public meetings are encouraged to

review the draft-- and- take advantage
of this opportunity to raise Issues-
about the Bank before the finl ver-
sion of the Task-Force recommend-
tions: are submitted, to the Banks
Board otfDhrectors-

Issued- in Washington- D.C, on: De-
cember14, 1978.

SAM BROWN;,
Direclor,ACTION.

EP Doc7835569 Fle& 12-21-78; 8:45 am].

[3410:0-M]
DEPARTMENT OFAGRICULTURE

Agriculhnal Marating Servica-

[TInSDocket No. 31]

THOMAS. 3. HALE, JR., AND MARVIN & INGE.
JR, VIRGINIA DARK-FIRED. TORACCO,
GROWERS' MARKETING ASSOCATION,
INC., AND PLANTERS WAREHOUSE

Postponement: of- Hearing legardtng- Appika-
fion for Expansion of-Tobace -nspectkiao and
Price: Support Servces r oa the Dsidgnathd_
Market- at- Konbridge.. Vleginia- to AR, Types.
of Tobacco-

Notice Is hereby givenofapsotpone
ment not to exceed 60 dam of a
publie- hearin for expanon of tobae-
co inspection and price support serr-
ices on-the designt market at en-
bridge, V rgitoaI atypes- oftobacco;.
The original hearing was scheduled- to
be held in the Conference Room of
the. Agricultural Building- CommercL-
Street, Xenbridge, Visginfa. 29344, at
10, axm., e.s.t., on. October 26, 1978&A
postponement was granted for good
cause" shown: upon: the application- of
Mr. Thomas B.MahL, Jr., T/A Virginia.
Dark Fired Tobacco- Growers' Market-
ing Asociation, Inc- Farmvile. VIr-
ginla, and Mr- Marvim M Inge. Jr, TIA
Planters Warehouse, Blackstone, Vir-
ginia. Such public, hearing will. be re-
scheduled if necessary, and conducted
pursuant to: the concurrent and Identi-
cal- policy statementsand regulations
governing the extension-of tobacco In-
spection and price support services to
new markets andto additional sales on
designated markets (37 FR 24693,
June 18. 1978.)

Dated: Decemberlg, 197-

P.. EL 'Bonay?' SLMr
Assi~ztSecnda7yfor

MafrkeffngS'ervice=
EFR Doc. 78-355TtFled 12-21-78; 8&45aml

[3410-0S-MT-

Quiet orthaseirelary

19NU IWAND1COUTON1lOGWA

teominaloan Regorig procrantir of the,
1979.Crop Notionst Prograor Acreage -and:.
Voluntarf Reducilox, Perarntog* for Uptand
ottorn

AGENCY: Agricultural Stabilization.
and Conservation Service-
ACTION: Notice of Determination. of
the 1979-Crop National Program Acre-
age and Voluntary-Reduction Percent-
age for Upland Cotton..
SUISMARY: The purpore of this
noticeI s to. determ ih anT procl in-
with respect to- the 1979-crop of
upland cotton (referred: to as
"cotton'%), the national program. acre-
age and voluntary reduction Percent-
age.. These de inat are re-
quired, to be mad by the Secretary fi
accordance with provlsions-of the A&-
ricuilturzl Act: of 1949. a=iamende& by
the Food and AgritulturL-Act of =STF
and the Act of Way-15. 19M (refured-
to as the -Act,). The Act requiresthat
the- national progranracreage anc vol-,
untary reduction Percentage for thle
197S crop of cottor be announced no
later tyan December -15i. IN&YL ThIS-
noticels needed tosat-fy statutryre -
quirement&,
EPC7=V DATE: December 2
197&
ADDRESS Production Adjustment
Drvisian ASCStISDA_ 3630 South.
Building. P.O.. Box 2415, Washingtor,.
D.C. 20013..

FOX PUR ER IN ORWAXION?
CONTACT:

Charles V_ Cunningham CASCSY
(202: 447-7073.

SUPPLE M TMYINFORM&AION:
A notice that the Secretary wa pr-
paring to made determinations with
respect to the 1979-crop programPro-
visions for upland cotton was pub-
lished in the FzxoALr REGisina on Sep-
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tember 1, 1978 (43 FR 39117 1), in ac-
cordance with 5 U.S.C. 553. A total of
61 comments were received, 34 from
individual producers, 4 from multipro-
ducer petitions, 5 from cotton farm or-
ganizations, 7 from general farm orga-
nizations, 5 from nonfarm public and 6
from ASC county committees. Nine
comments were received related to the
national program acreage. Four rec-
ommended that the national program
acreage be set at the statutory mini-
mum of 10 million-acres; one recom-

,mended 10.2 million acres; three rec-
ommended 10.5 million acres; and one
recommended 12 million acres. Five
comments were received relative to
the voluntary reduction percentage.
One recommended a 10 percent reduc-
tion, one a 15 percent reduction, one a
20 percent reduction, and two were
against any voluntary reduction. All
comments received were duly consid-
ered by the Secretary within the stat-
utory authority.

It is essential that these decisions be
made effective as soon as possible
since the proclamation of the national
program acreage and voluntary reduc-
tion percentage is required to be made
not later than December 15, 1978.-
Therefore, the Secretary has made the
following determinations:

FINAL DETERMINATIoNs

1. National Program Acreage. It is
hereby proclaimed that the-national
program acreage for the 1979-crop -of
cotton shall be 10,634,181 acres deter
mined in accordance with Section 103
(f)(7) of the Act. This is the acreage
determined needed in 1979, -based on
the weighted national average of farm
payment yields, to produce the esti-
mated domestic consumption and ex-
ports, less imports plus an adjustment
to bring stocks to the desirable level.
The computation of the national pro-
gram acreage is as follows:

a. Estimated domestic consumption,
1979-80 (480-lb. net wt. bales) ............. 6.200,000

b. Plus estimated exports, 1979-80,
(480-lb. net wt. bales) ........................... 5.500,000

c. Minus estimated imports, 1979-80,
(480-lb. net wt. bales) ......................... 15.000

d..Plus adjustment to bring stocks to
desirable level (480 lb. net wt. bales) 500.000

e. Times 480 lbs. per bale (lbs.) ............ 5,848,800,000
f. Divided by estimated weighted na-

tional average of farm program
yields (lbs./acre) . ... . .. 550

g. Equals: 1979 National Program
Acreage (acres) ..................................... 10.634,181

2. Voluntary Reduction Percentage.
In accordance with Section 103(f)(9) of
the Act, it is hereby determined and
proclaimed that producers who volun-
tarily reduce their 1979 cotton acreage
from that planted and considered
planted in 1978 by at least 15 percent
,and .who comply with other program.
requirements shall be guaranteed any

1The original document was submitted as
a'proposal and appear in the Proposed
Rules section of the Register.

NOTICES

deficiency payments on the normal
production from their entire planted
acreage. In applying the voluntary re-
duction for 1979, the 1978 cotton acre-
age planted and considered planted
shall be the sum of:

a. The planted acreage, excluding:
1. any acreage that failed aid was

not replanted during the normal
planting period, and,.

2. any acreage that was planted and
subsequently destroyed for designa-
tion as set-aside or diverted acreage.

b. The approved prevented planted
acreage.

c. The larger of:
1. The acreage voluntarily reduced

in 1978 from 1977 (total of planted and
approved prevented planted acreage),
not to exceed the 1978 voluntary re-
duction of 20 percent, or

2. the acreage diverted under the
1978 voluntary cotton diversion pro-
gram.

d. The increase in the normal crop
acreage for the farm in 1979 resulting
from a change from skip-row planting
in 1978 to solid planting in 1979 with a
consequent reduction in the farm es-
tablished (payment) yield.-

The acreage determined needed in
1979 is 10,634,181 acres. In 1978, there
were 12,661,000 acres harvested and
considered harvested. Thus, a reduc-
tion of 2,026,819 acres, or 15 percent, is
needed in 1979, calculated as follows:

1. Estimated 1978 harvested acreage 12,211.000
2. Plus estimated considered harvest-

ed acreage .............................................. 450,000
3. Equals: Harvested and considered

harvested acreage ................................ 12,661,000
4. Minus 1979 national program acre-
age .......................................................... 10.634Ji81

5. Equals: Acreage reduction needed
in 1979 . ........ 2,026,819

6. Divided by estimated 1978 harvest-
ed and considered harvested acreage 12,661,000

7. Equals: 1979 reduction percentage
(rounded to nearest 5 percent) ......... .15
NoTE.-An approved impact analysis state-

ment is available from Charles V. Cunning-
ham (ASCS), (202) 447-7873.

NoTE.-The ASCS, to meft the require-
ments of the National Environmental Policy
Act (Pub. I 91-190, 42 U.S.C. 4321, et seq.)
has determined that the impact of the 1979
upland cotton program on the human envi-
ronment is not significantly different from
the impact discussed in an environmental
import assessment on file for the 1978 pro-
gram, nor from those impacts presented in
the impact analysis statement on the 1979
program, and, therefore, no additional envi-
ronmental impact statement is necessary.

Signed- at Washington, D.C. on De-
cember 15, 1978.

- BOB BERGLAND,
Secretary,

[FR Doe. 78-35360 Filed 12-15-78; 3:56 am]

[3410-03-M]

Science and Education Administration

NATIONAL AGRICULTURAL RESEARCH AND
EXTENSION USERS ADVISORY BOARD

Meeting

According to the Federal Advisory
Committee Act of October 6, 1972
(Public Law 92-463, 86 Stat. 770-776),
the Science and Education Adminis-
tration announces the following meet-
ing:

NAME: National Agricultural Re-
search and Extension Users Advisory
Board.

DATE: January 8 and 9, 1979.

TIME: 9:00 a.m.

PLACE: Room 330, GHI Building, 500
12th Street, S.W., Washington, D.C.
TYPE OF MEETING: Open to the
public. Persons may participate in the
meeting as time and space permit,

COMMENTS: The public may file
written comments before or after the
meeting with the contact person
below.

PURPOSE: To organize this new
Board and initiate measures to devel-
op independent advisory opinions on
the food and agricultural sciences.

CONTACT PERSON FOR AGENDA
AND MORE INFORMATION:

Dr. James Nielson, Executive Direc-
tor of the B6ard, Science and Educa-
tion Administration, U.S. Depart-
ment of Agriculture, Washington,
D.C. 20250, telephone: 202-447-8662,

Done at Washington, D.C., this 19th
day of December, 1978.

JAMEs NIELsoN,
Executive Director, National Ag-

ricultural Research and Exten-
sion Users Advisory Board.

[FR Doc. 78-35662 Filed 12-21-78; 8:45 am]

[3410-03-M]
JOINT COUNCIL ON FOOD AND

AGRICULTURAL SCIENCES

Meeting

According to the Federal Advisory
Committee Act of October 6, 1972
(Public Law 92-463, 86 Stat. 710-776),
the Science and Education Adminis-
tration announces the following meet-
ing:

NAME: Joint Council on Food and Agrictl.
trual Sciences.

DATE: January 10, 11, and 12. 1979.
TIME: 1:00 pm. on January 10 and 9:00 am.

on January 11 and 12.
PLACE: Room 330, GHI Building, 500 12th

Street, SW, Washington, D.C.
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TYPE OF MEETING. Open to the public.
Persons may participate in the meeting as
time and space permit.

COMMENTS: The public may file written
comments before or after the meeting
with the contact person below.

PURPOSE. To receive reports from several
ad hoc and standing subcommittees and
initiate further measures to'foster coordi-
nation of the agricultural research, exten-
sion, and teaching activities of the Feder-
al, State, and private sector.

CONTACT PERSON FOR AGENDA AND
MORE INFORMATION: Dr. James Niel-
son, Executive Director of the Joint Coun-
cil, Science and Education Administration,
U.S. Department of Agriculture. Washing-
ton, D.C. 20250. telephone 202-447-8662.

Done at Washington, D.C., this 19th
day of December, 1978.

JAMES NESON,
Executive'Director, Joint Coun-

cil on Food and AgriculturaZ
Sciences

[FR Doc. 78-35529 Filed 12-21-78; 8:45 am]

[6320-01-M]
CIVIL AERONAUTICS BOARD

AIR EXPRESS INTERNATIONAL AIRLINES, INC.

Application for an All-Cargo Air Service
Certificate

DECEMER 15, 1978.
In accordance with Part 291 (14 CFR

291) of the Board's Economic Regula-
tions (effective November 9, 1978),
notice is -hereby given that the Civil
Aeronautics Board has received an ap-
plication, Docket 34028, from Air Ex-
press International Airlines, Inc. incor-
porated in Delaware with corporate
headquarters at Stamford, Connecti-
cut, for an all-cargo air service certifi-
cate to provide domestic cargo trans-
portation.

Under the provisions of § 291.12(c) of
Part 291, :interested persons may file
an answer in opposition to this appli-
cation on or before January 12, 1979.
An executed original and six copies of
such answer shall be addressed to the
Docket Section, Civil Aeronautics
Board, Washington, D.C. 20428. It
shall set forth in detail the reasons for
the position taken and must relate to
the fitness, willingness, or ability of
the applicant to provide all-cargo air
service or to comply with the Act or
the Board's orders and regulations.
The answer shall be served upon the
applicant and state the date of such
service.

PHYLLis T. KAYLOR,
Secretary.

[FR Doe. 78-35670 Filed 12-21-78; 8:45 am]

[020-o1-M]

[Docket 332371

CAuFORNIA-ARIZONA LOW FARE ROUTE
PROCEEDING

Hearing

Notice is hereby given, pursuant to
the provisions of the Federal Aviation
Act of 1958, as amended, that a hear-
ing in the above-entitled proceeding
will be held on March 6, 1979, at 9:30
a.m. (local time), in Room 6 N 10
(North Corridor), Federal Office
Building, 880 Front Street, San Diego,
California 92188, before the under-
signed administrative law Judge.

For information concerning the
issues involved and other details in
this proceeding, interested persons are
referred to the prehearing conference
report served November 14, 1978. and
other documents which are in the
docket of this proceeding on file in the
Docket Section of the Civil Aeronau-
tics Board.

Dated at Washington, D.C., Decem-
ber 18, 1978.

FRANK M. Wm=xG,
Administrative Law Judge.

EFR Do. 78-35671 Filed 12-21-78; 8:45 am]

[6320-01-M]
CONNER AIR-UNES, INC.

Application for an All-Cargo Air Service
Certificate

DEcErmBE 15, 1978.
In accordance with Part 291 (14 CFR

291) of the Board's Economic Regula-
tions (effective November 9, 1978),
notice is heieby given that the Civil
Aeronautics Board has received an ap-
plication, Docket 33972, from Conner
Air Lines, Inc. of Miami Springs, Flor-
ida for an all-cargo air service certifi-
cate to provide domestic cargo trans-
portation.

Under the provisions of § 291.12(c) of
Part 291, interested persons may file
an answer in opposition to this appli-
cation to this application on or before
January 12, 1979. An executed original
and six copies of such answer shall be
addressed'to the Docket Section, Civil
Aeronautics Board, Washington, D.C.
20428. It shall set forth in detail the
reasons for the position taken and
must relate to the fitness, willingness,
or ability of the applicant to provide
all-cargo air service or to comply with
the Act or the Board's orders and reg-
ulations. The answer shall be served
upon the applicant and state the date
of such service.

PAYLLis T. KAYI~on,
Secretary.

(FR Doe. 78-35669 Filed 12-21-78; 8:45 am]

[6320-01-M]
JOrder 78-12-93; Docket 327021

DELTA AIR LINES, INC.

Order To Show Cause

Adopted by the Civil Aeronautics
Board a Its office in Washington, D.C-
on the 14th day of December 1978. Ap-
plication of Delta Air Lines, Inc. for
amendments of Its certificates of
public convenience and necessity for
Routes 8, 24, and 54.

On May 18, 1978, Delta Air Lines
filed an application in Docket 32702 to
authorize It to provide nonstop trans-
portation between Kansas City, Mis-
souri, on the one hand, and Chicago,
Illinois, and Denver, Colorado, on the
other hand. It simultaneously moved
to consolidate Its application in
Docket 32528.

Delta has authority at each of the
three points mentioned above, but,
due to Its route structure, it Is prohib-
ited from operating nonstop service
between them."

On November 16,A978, by Order 78-
11-54, we proposed to remove the re-
strictions on Braniff, Continental,
Frontier and TWA in the Kansas City-
Chicago/Denver markets. We inad-
vertently failed to include Delta in
this proposal. Since Its application in
this docket presents us with similar
Issues to those we addressed in Order
78-11-54, we tentatively conclude, for
the same tentative reasons stated in
that order, that it is consistent with
the public convenience and necessity
to amend Delta's certificate for Routes
8, 24 and 54 so as to authorize nonstop
transportation between Kansas City,
on the one hand, and Chicago and
Denver, on the other.2 3

" 'We have proposed to realign Its routes In
Order 78-4-109 and to grant It one-stop au-
thority in the Kansas City-Chicago market.
Delta route realignment, April 19. 1978. Our
proposal here would preempt that proposal
and require a corresponding change In the
final realignment order. See also Order 78-
11-54. fn. 7.

2We will deny Deltas motion to consoli-
date Its application into Docket 32528 for
two reasons. Technically, we closed that
docket by virtue of our dlsmlssal of United's
application in Order 78-11-4. More funda-
mentally, we choose not to amend that
order, but to Issue a separate show-cause
order for Delta, as more orderly and In con-
formance with the due process requirements
of granting notice and an opportunity to be
heard to any objectors.3We further tentatively find that Delta Is
a citizen of the United States within the
meaning of the Act and is fit, willing and
able to perform the air transportation pro-
posed here. We also tentatively find that
our action Is not a major Federal action sig-
nificanty affecting the quality of the
human environment within the meaning of
section 102(2)(C) of the National Environ-
mental Policy Act of 1969 or a "major regu-
latory action" requiring an energy state-
ment under Part 313 of our Procedural Reg-
ulations.
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We- wilL give interested, persons- 20-
days from the date of service. of this-
order to show cause why-the tentative
findings, and conclusions stated: herm
should not be made final We expect
such persons to support. their objec-
tions; if any; with detailed answers:
specifically reciting the tentative find-
ings -and conclusions to which they
object. If the objector requestg an oraI
evidentiary hearing he should state, ir
detail, why such a hearing is neces-
sary, and what relevant and material
facts he would expect to establish
through such a hearing that cannot be
established in written pleadings. We
will not entertain general, vague or
unsupported objections. Answers
should be filed within 5 days after the
date for filing objections.

Accordingly, 1. We direct all inter-
ested persons to show cause why we
should not issue an order making-final.
the tentative findings and conclusions
stated here and amending Delta's cer-
tificates of public convenience and ne-
cessity for Routes 8, 24 and 54 so as to
authorize nonstop air transportation
between Kansas City, on the one-
hand, and Chicago and Denver, on th&
other,

2. We deny Delta's motion to consoli-
date into Docket 32528 its application
filed in Docket 32702;,

3. We direct any interested. person
having objection to the- Issuance of an
order making, final the proposed find
ings or, conclusions made- hefe to, file
with us no later than January 8, 1979,
and serve upon al persons. listed in
paragraph 7, a statement of objections
together with a summary-of testimo-
ny, statistical data, and. other evidence
relied upon to support the stated ob -
Jections; 4 answers-will be due no later-
than January 15, 1979;

4. If timely and properly supported
objections are filed, we will fully con-
sider the matters and issues raised by
the objections before we take further
action;

5. In the event no objections are
filed, we will deem all further proce-
dural steps to have been waived and
we may proceed to enter an order in
accordance with the tentative findings
and conclusions stated here;

6. For purposes of computing license
fees, we direct Delta to estimate its
annual gross transport revenue in-
crease, for the first full year of oper-
ations, resulting from the modified au-
thority tentatively granted by this
order;, and

7. We will serve a copy of this order
upon the Mayors of the Cities of Chi-
cago, Denver and Kansas City, the di-
rectors of O'Hare Field, Stapleton In-
ternational Airport, Kansas: Citj In-
ternational Airport, the Governors of

4Since we have provided for the filing of
objections, we will not entertain petitions'
for reconsideration of the show-cause order-

NOTICES-

the, State of Illinois, Colorado,
Kansas and-Missouri, the heads.of the
Departments of Transportatiom of the

-States- of Illnois; Colorado; Mansas_
and Missouri, and. on; BraniffAirways,
ContinentalAir Lines, DeltaAir Lines,
Frontier Airlines, Trans Wold Air-
lines, and.Unitecl.AirLines-

We wIl publish this order in the
FDERAL RE oIsT a-

By the Civil Aeronautics Board'

PnYLsT.K&Yron,
- S'ecretary-

[FR Doc.78-356722iled-12-21-78; 8:45 am].

[6320-01-MI

[Order 78-12-16;iocket-28848; etal.]

IMPROVED AUTHORITY TflCHic ACASE,.ET
AL

Opinion and Order

Adopted by the Civil Aeronautics
Board at its office in. Washington,
D.C., on the 14th day- of December,
1978.

In the matter of Improved Authori-
ty to Wichita Case (Docket 28848); Las-
Vegas-Dallas/Fort, -Worth Nonstop
Service Investigation (Docket 29445);
Memphis-Twin Cities/Milwaukee Case
(Docket 29186); Midwest-Atlanta Non-
stop, Service Investigation (Docket
28115); Ohio/Indiana-Points. Nonstop
Service Investigation, (Docket- 21162);
Phoenix-Des. Moines: / Milwaukee
Route Proceeding (Docket 28800).

By the -Board At issue in all sixi
cases- before us is-,whether the Board-
should adopt a broad. policy of grant
ing multiple permissive authority to
alr qualified applicants in markets able
to support some service. The general
question of reducing regulatory bar-
riers to entry has been at the heart of
the intensive congressional 'examina-
tion of air transportation that culmi-

-nated recently in the Airline Deregula-
tion Actof 1978. At the Board, efforts
to reduce those barriers and -to
strengthen competition within the in-
dustry have been a central regulatory
interest for some time. In formal
cases, the first steps toward freer
entry were taken about a year ago
when the Board adopted a more liber-
al approach to route awards by licens-
ing two. or more new, applicants in
some markets and by giving them the
flexibility to enter or leave the new
routes without Board permission. In
these cases, it minimized the signifi-
cance of revenue diversion from in-
cumbent airlines as a reason for re-
stricting entry, and found that the
public would benefit from multiple
awards whether they resulted in*
actual or potential competition even if
the market could not support all the
service being authorized. Nevertheless,

-'All members concurred

it continued to. limit awards to the
number- that given markets might rea-
-sonably be predicted to sustain and
continued also.to engage in carrier-se-
lection, by certiffcating some airlines
and denying the applications of
others. Greenvile/Spartanburg-Wash-
ington/New- York Subpart M Case,
Order 7T-10-1; Cincinnati-Washingtois
Subpart MProceeding, Order 77-10-4,
Improved Authority to Wichit: .Case
Order 78-3-78, and Midwest-Atlanta.
Nonstop Investigation; Order 78-7-
137. Later the Board went. beyond llm-
ited. liberalizations of this kind. to con-
sider licensing all qualified applicants
on a- permissive basis In marketsable-
to. support, -some service- That ap-
proach. was adopted In a number of
specific instances; the Piedmont Entry
to Boston Case, Order- 78-97, Oakland
Service Case, Orders 78-4-121 and 78-
9-96, the Chicago-Midway Low Fare
Route Proceeding, Order 78-7-40, and
78-8-203, and Philddelphia-Bermuda
Nonstop Proceeding, Docket 32786,
now awaiting action by the President.

In the present group of six cases we
are in the process of deciding whether
to apply a multiple permissive entry
policy more generally throughout the
system. In each of them, partial
awards have already been made con-
sistent with the moderate liberaliza-
tfon mentioned earlier, and-the, appli-
cations of those carriers that were not
licensed-in the initial round have been
deferred pending a. determination of
whether the Board should go fur-
ther--either by adopting a general
policy of licensing- all qualified appli-
cants or by- adding to the number of
carriers already licensed on the basis
of the narrower criteria used in
making the earlier awards. To encour-
age the fullest possible public partici-
pation, parties and non-parties alike
were invited to submit written com-
ments on the broad policy and legal
ramifications of multiple permissive
entry and related options, and a Joint
omnibus oral argument was held for
two full days on these questions.

On July 21, 1978, the Board used the
Las .Vegas-Dallas/Ft. Worth Nonstop
Service Investigation as a forum for
announcing its conclusion that:

EI]n markets able to support some service,
a general regulatory policy of general per-
missive licensing of all qualified applicants,
will in most, and possibly in all Instanced
best meet the transportation goals of the
Federal Aviation Act for the present and
foreseeable future. Order 78-7-116, at 2.

We also stressed that if and When
sucb a policy were adopted, It would
be effective only if extended to "the
core of the system!' and made broad
enough (and carried out rapidly,
enough) to create substantial competi-
tive opportunities for all segments of
the industry. However, we were not
prepared to adopt a universal policy if
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multiple entry because of the possibil-
ity that a more restrictive approach
might be preferable in certain limited
situations, and indeed were unpre-
pared to adopt any general policy until
we had more carefully examined its
environmental consequences and con-
sidered further our legal authority to
put it into effect on a systemwide
basis.

With the passage of the Airline De-
regulation Act, there has been a pro-
found-change in the decisional envi-
ronment. First, the debate over the
long-term value and desirability of
multiple permissive awards in domes-
tic and overseas markets is over. The
new Act's most far-reaching contribu-
tion is to eliminate by 1982 all barriers
to entry by "fit, willing, and able" car-
riers, and, by the following year, to
end the regulation of domestic rates.
Congress has thereby accepted our un-
derlying rationale for multiple permis-
sive awards: (1) the industry is not a
natural monopoly or oligopoly;, (2) reli-
ance on competition and the disci-
plines of the marketplace will provide
consumers a much wider array of price
and service options and produce a
more economic and efficient system
than one developed through continued
Board efforts to predict in advance the
level of demand in given markets, limit
the number of awards to projected
demand, and choose the 'best" of the
applicants; and (3) whatever need
there may have been to protect the
fledgling subsidized industry from "ex-
cessive competition" in the early years
of the regulatory regime, in today's
mature, demand-based network com-
petition will work as well as in most
unregulated sectors of the economy.

The assurance of an essentially open
system in three years allays the ex-
pressed concerns of some parties about
a policy of multiple permissive entry
under the old Act. For example, Na-
tional has argued that as long as the
licensing requirement exists, airlines
will continue to, treat certificates as
having substantial capital value and
will engage in uneconomic and mutu-
ally destructive operations to protect
them. This will happen, it has insisted,
even if the Board licenses all qualified
applicants and thereby reduces the
value of certificates because airlines
will act on a perceived risk that-
unused authority will one day be ad-
ministratively or legislatively revoked.
The Board has already found It far-
fetched to assume that if certificates
have no significant present value, car-
riers would nonetheless systemtically
introduce and maintain uneconomic
operations in the hope that the
Board's liberalized entry policy will be
radically altered at some future time.
Las Vegas-Dallas/FL Worth case,
Order 78-7-116, p. 4. Now that Con-
gress has mandated open entry after

NOTICES

three years and a more competitive
system in the transitional period, Na-
tional's concern should be completely
set to rest.'

Other parties have worried that the
Board might, by proceeding on a case-
by-case basis, open only a small part of
the system to vigorous competition
and leave the rest of it essentially
closed, and that if this were done hap-
hazardly (e.g., without favoring small-
er carriers) It could aggravate the ad-
vantages that 40 years of regulation
have given the large trunks and create
perverse incentives for them to engage
in predatory behavior in the "open"
markets while most of their existing
routes remain protected. We have
been sensitive to this danger, and as
noted, have emphasized that any
Board policy of multiple awards,
should one be adopted, would extend
to the core of the system: but the fact
that the entire system will be open in
three years regardless of what the
Board does in the interim, and the in-
escapable spMover effect of this ulti-
mate liberalization on the interim
period, guarantees that ample compet-
itive opportunities will be available to
all classes of carriers and that airline
managements can plan for the future
with certain knowledge that this is the
kind of environment In which they
will be operating.

Another frequently expressed con-
cern has been that permissive authori-
ty, even if coupled with multiple li-
censing, would give smaller communi-
ties less assurance of continued and
stable service than would "manda-
tory" authority. We have rejected this
argument before, pointing out that
the air transportation system has been
essentially permissive for decades-
with airlines having great flexibility to
operate between and among points on
the same segment of a certificate and
the Board being generally sympathetic
to requests by carriers for permission
to withdraw from points where they
-operate at a serious loss. In fact, It is
clear that effective service has depend-
ed all along not on mandatory authori-
ty but on sufficient demand for the
service and vigorous competition. In-
creased competition, both actual and
potential, is also the approach most
likely to insure improved service in the

'Under the new Act, dormant authority in
smaller markets is subject to suspension in
some circumstances when "replacement"
authority Is given to a new applicant. Our
experience with the "unused authority"
program so far suggests that It will lead to
suspension n only a minor proportion of
small "dormant" markets, which in turn
represent an insignificant proportion of the
total dormant authority that now exists In
the system. To cite specific figures, by aid
November the Board had granted new non-
stop authority in 238 markets, and suspend-
ed incumbents in only 23 of them. In the
great majority of cases, no one argued for
the suspension of the incumbents.

59859

future (n the broader sense of lower
prices as well as ample frequencies).

The new Act recognizes these facts.
It abolishes mandatory authority in
the sense that carriers are no longer
required to get Board permission
before ceasing service at a point, al-
though they do have an obligation to
provide notice of their intention to do
so.= Instead, to make sure that the
loosenink of regulatory constraints
does not result in a downgrading of
service to small communities, Congress
has established two specific programs
aimed at preserving such services.
First, the "unused authority" provi-
sion (Section 401(d)(5)(A)) is designed
to get effective nonstop service into a
market almost automatically if an in-
cumbent In that market is not using
Its authority or is providing less than a
minimum level of service (5 weekly
nonstop round trips) for a specified
period.3 This provision, however,
comes into play only if there is a new
carrier willing to operate substitute
service. Already, 22 airlines have been
authorized to enter 252 markets under
this program. A second provision, sec-
tion 419, is explicitly designed to guar-
antee "essentia air transportation" to
small communities for at least 10
years, if necessary through a system
of direct subsidy. While Congress has
left It up to the Board to define "es-
sential air transportation" foi each eli-
gible point, It has specified that it
means, at a minimum, two daily round
trips five days per week or the aggre-
gate level of service provided at the
point in 1977, whichever is less.' The
program extends to all currently certi-
ficated points as well as points that
were deleted from the route map after
July 1, 1968, but which the Board de-
cides to make eligible under the pro-
gram.

The promise of the virtual end of
entry controls by 1982 creates certain
imperatives for the regulatory climate
in the interim. In essence, our role in
route cases is now to determine the
proper manner and pace for phasing
out regulatory barriers to entry-or,
more specifically, to decide whether
all qualified applicants should be li-
censed in any given market or whether
one or more of them should be given a
head start of three years or less. In

2For the first time, carriers are also obli-
gated to give notice of their Intention to
reduce service below a specified minimum.
Other constraints on their ability to with-
draw from markets are discussed below.

'Another "unused authority" provision.
Section 401(d)(5)(D), applies to generally
larger markets (those with two or more
active nonstop carriers). Under this second
provision, the Board Is given some discre-
tion to turn down a new applicant, but only
if It can overcome the rebuttable presump-
tion that a grant of the application Is con-
sistent with the public convenience and ne-
cessity.

'A different standard applies In Alaska.
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planning the transition the Board
cannot Ignore the -obvious, naiely
that the industry cannot 'go from a
scheme of tight regulation during the
next three years to open entry all at
once; if the transition is to be a
smooth one, the Board must begin a
substantial liberalization as soon as
possible. To make sure that this hap-
pens, Congress has made important
changes in our current legislative man-
date. Apart from special provisions de-
signed to accomplish rapid expansions
of route authority (e.g., the "unused
authority," "automatic entry" and "re-
striction removal" programs), the cer-
tification standards have been
changed to substantially restrict the
Board's discretion to, limit competi-
tion.

For example, 'the new declaration of
policy for domestic and overseas trans-
portation, Section 102(a), stresses
"maximum reliance on competitive
market forces and on actual and, po-
tential competition to provide needed
transportation and foster efficiency,
innovation, and low prices"; it also en-
courages entry into the industry by
new carriers, entry into new markets
by existing airlines, and more growth
opportunities for small carriers.s Coup-
led with this change in the policy
statement, by which -the Act defines"
the public convenience and necessity
and the public interest, is a reversal in
the burden of prooL A carrier need no-
longer prove that the transportation
covered by its application is required
by the public convenience and necessi-
ty; instead, opponents must now show
that the transportation Is not consist-
ent with the public convenicence and
necessity and the Board in turn can
deny the authority only if it finds, by
a preponderance of the evidence, that
granting it is not consistent with the
public convenience and necessity.

In short, the net effect of the new,
Act is to confirm and strengthen our
earlier conclusion that a general policy
of multiple permissive licensing is the
approach likely to produce the great-
est transportation benefits.

One of the common arguments
against this policy is that It will lead
to greater industry concentration be-
cause big carriers have advantages
that are difficult to overcome, such as
large route systems that give them
access to much more "feed" traffic to
funnel through and support oper-

'The actual language of the ploicy state-
ment (Section 102(a)(10)), calls, on the
Board to. encourage "the continued
strengthening of small air carriers so as to
assure a more effective, competitive airline
industry." The Conference .Committee
Report makes It clear that this Is not in-
tended to protect them from competition
but to give them new route opportunities
"and not restrict them solely because they
have historically had operations limited in
area or extent."

NOTICES

ations in new markets, and "deeper
pockets" or superior capital resources
-with which to.acquire new equipment
and undertake promotional and devel-
opmental activities. Therefore, the ar-
gument goes, unless, the Board is.will-
ing to see proportionately fewer carri-
er amass a proportionately larger
share of industry revenues it must
-phase out regulatory controls in a way
that favors smaller carriers. (For ex-
ample, by- opening- the large trunk-
lines' systems to competition first or
by giving smaller carriers a head start
in new markets).

While this argument has. some sur-
face appeal,. it cannot withstand close
scrutiny. In the first place, a carrier's
financial strength and ability to at-
tract capital cannot be equated with
its size. The efficiency and profitabil-
ity of its operations -are ordinarily far
more important to the investment
-community' than its gross revenues,
and' in the airline industry, where
economies .of' scale are limited and
assets are mobile, there has historical-
ly been little direct relationship be-
tween profitability and efficiency, on
the one hand, and size, on the other.
(We recall a rather dramatic example
two or three years ago when Pan
American and TWA, two industry
giants, were in a precarious financial
position that left them far less able to
attract equity capital than muci
smaller carriers-like Braniff or West-
ern-could with their more profitable
operations.)

Second, we see no serious danger
that the superior traffic flows availa-
ble to the large trunks will systemati-
cally deprive smaller operators of sig-
nificant route opportunities or throt-
tle their development as healthy com-
petitors. We do not mean to suggest
that feed traffic has no competitive
value; bn the contrary, the ability -to
integrate traffic from a number of
points over a single route can bring
important costs savings to carriers and
improved benefits to the public, In the
form of more service in local markets
than they could sustain without
backup, traffic flows and single-plane
flights to the beyond points that gen-
erate this flow. To some extent, this
advantagemay represent a true econo-
my of integration that-all else being
equal-should be encouraged.

But these economies of integration
are often offset by other Important
advantages that smaller airlines can
achieve 'and have achieved through
specialization. For example, by devel-
oping regional service patterns, they
can make optimal use of aircraft
suited to that particular service 'With-
out having to accommodate markets of
sharply different sizes and characteris-
tics; at the same time, they have more
flexibility to tailor their services to
the needs of the regional markets and

achieve a better on-time record by
avoiding delays bn distant legs of the
same flight.'

As the air transportation system
opens to free entry, the large carriers'
advantage in feed traffic may well be
reduced as their entire systems are
subjected to competitive pressures
from other carriers. But it seems clear
that in some situations large integrat-
ed route systems will allow big carriers
to win the competitive battle against
the more specialized airlines with rela-
tively homogeneous networks, while in
others, the reverse will be true. We
cannot predict which form of service Is
likely to predominate, and see no
reason why we should prescribe one or
the other of these forms rather than
let the forces of the marketplace de-
termine which pattern or combination
of patterns-is best in given circum-
stances. The fact is that smaller carri-
ers, often lacking meaningful re-
sources of feed traffic, have managed
to compete very successfully against
the largest carriers in the industry,
and that far from being intimidated at
the prospect, are begging for the
chance to compete against large carri-
ers in the future. Varying, forms of
service now coexist in numerous mar-
kets and as a general matter we see no
need for Board protection to assure
that they continue to do so.

Finally, as we have noted on a
number of occasions, this is a particu-
larly favorable time to move to a much
more competitive environment with-
out creating short run instability. The
industry as a whole, and its local serv-
ice and smaller tnmkline segments In
particular, are in sound financial con-
dition; airlines do not have excess air-
craft to dump indiscriminately Into
new markets even if they were other-
wise willing or able to maintain' loss
operations in a predatory effort to un-
dermine competition; and capital mar-
kets are not likely to support wide-
spread uneconomic services of that
kind. So even if some airlines were to
engage in predatory behavior In some
individual markets, there Is no threat
to the overall system or any 'signifl-
cant part of it.7 Las Vegas-Dallas Fort
,Worth- Nonstop Service Investigation,
Order 78-7-116, pp. 4-5.

Despite the new Act, however, we
are not prepared to conclude that a
general policy of multiple discretion-
ary entry, If adopted, should be ap-

'See the Kahn-Hydeman Correspondence
on Automatic Market, Entry submitted to
the Aviation Subcommittee of the House

-Public Works and Transportation Commit-
tee on March 6. 1978, and the Oakland case,
Order 78-9-96, p. 41.

'Both the Board. and the Justice Depart-
ment have tools available for dealing with
ndividual instances of predatory behavior.
See Section 411 of the Federal Aviation Act,
as amended, and Section II of .the Sherman
Act.
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plied universally. There might still be
circumstances in which the public in-
terest may be better served by giving
only one or less than all qualified ap-
plicants immediate authority. (The
Act obviously contemplates this possi-
bility by retaining for three years a
public convenience and necessity
standard for route awards.)

For example, it is at least arguable
that in some small markets, where no
service is feasible without an initial de-
velopmental effort or where demand is
just on the verge of being able to sup-
port service, one airline should be
given temporary protection from com-
petition, in the first case to provide it
with the incentive to make the devel-
opmental investment and in the
second to make sure that service is not
delayed because potential entrants are
scared off by multiple authorizations
and the prospect of immediate compe-
tition. Accordingly, parties will con-
tinue to have an opportunity to dem-
onstrate in individual cases that a mul-
tiple licensing policy should not apply
in unusual factual circumstances.

LEGAL IsSUES

Much of the opposition to multiple
entry has been directed at our legal
authority to adopt such a policy. The
Board has already made extensive
findings in various cases to show that
we do have the authority " and no
purpose would be served in repeating
thein here. Nonetheless, it is worth
pointing out that whatever doubts
may have remained, are put to rest by
the new Act.

For example, National, among
others, has argued on the basis of the
language of the old Act that the Board
has an obligation to limit awards to
the number it predicts a market can
support and therefore to engage in
carrier selection. Its reasoning was:
(the original) Section 401(d) ties certi-
fication to individual applications; the
determination of a need for service
cannot be separated from the identity
of the carrier that is to provide it; and
once the "documented need" has been
satisfied in full no additional carrier
can be licensed because the public con-
venience and necessity can no longer
be said to "require" the transportation

sWe cite these only as possible instances
in which entry restrictions might be appro-
priate. We recognize that there are also sig-
nificant risks in such an approach where,
for example, the Board selects the wrong
carrier and the net result is to delay service
further or or leave the market with service
inferior to what it would otherwise have
been. This risk is reduced to some extent by
the "unused authority" provisions of the
Act which permit another carrier to "re-
place" a dormant incumbent.

h Order 78-8-97. pp. 12-18, Order 78-4-
121, pp. 43-52, Order 78-9-96, pp. 5-36,
Order 78-8-203, pp. 4-7 and Order 78-7-116.
pp. 10-12.

covered by Its application, which must
accordingly be denied. We have reject-
ed this interpretation largely because
it is grounded on an unduly narrow
and unreasonable understanding of
the public convenience and necessity
"requirement." That test, which con-
tinues to apply to foreign air transpor-
tation, was never intended to limit the
grant of licenses to situations where
an immediate demand for additional
service exists. We have argued that It
is broad enough to permit us to find
that multiple permissive authoriza-
tions are required because competi-
tion, both actual and potential, Is nec-
essary to the advancement of other
statutory goals, including the optimal

-development of an air transportation
system and the promotion of efficient
service at reasonable prices. These as-
sumptions about the value of competi-
tion have been made explicit In the
amended policy declaration for domes-
tic and overseas transportation, in
which Congress has not merely per-
mitted. but instructed us to place"maximum reliance on competitive
market forces and on actual and po-
tential competition" during the transi-
tion to deregulation. When this new
standard is coupled with the elimina-
tion of a need to find route applica-
tions to be required by the public con-
venience and necessity, and the cre-
ation of what amounts to a rebuttable
presumption in favor of such applica-
tions, little if anything Is left of Na-
tional's contention.

Certainly, the fact that the new, Act
continues to tie route awards to an ap-
plication process, does not suggest
that the Board cannot make a generic
public convenience and necessity find-
ing in support of a multiple entry
policy. Even under the more rigorous
language of the old Act, the mere fact
that awards were geared to an applica-
tion procedure did not compel the
Board to define the need for a route
authorization solely in terms of service
by particular applicants. CA.B. v.
State Airlines, 338 U.S. 572 (1950). Sev-
eral more recent court decisions have
expressly approved generalized public
convenience and necessity findings in
favor of open entry into-common car-
rier fields regulated by other agencies.

'Chemical Leaman Tank Line, Inc. v.
United States, 368 F. Supp. 925
(U.S.D.C. Del. 1973), and Washington
Utilities and Transportation Commis-
sion v. F.C.C. 513 F.2d 1142 (9th Cir.
1975).'

'In the first case, the LC.C. made a gener-
alized public convenience and necessity find-
ing In favor of open entry for all motor car-
riers interested in transporting waste com-
modities in furtherance of a pollution con-
trol program in the second, a similar deter-
Ination was made by the F.C.C. to let all
qualified applicants into the specialized
communications field. Both policy rules'
were adopted under statutory provisions

.A second line of attack against mul-
tiple authorizations was directed at
their permissive character. We re-
sponded to this legal challenge in Las
Vegas-Dallas/Fort Worth Order 78-7-
116 pp. 11-12 and Oakland, Order 78-
9-96, pp. 26-33. The new Act effective-
ly moots the Issue by making all au-
thority esgentially discretionary but
subject to certain constraints. Specifi-
cally, It abolishes the general obliga-
tion of an airline to obtain Board per-
mission before it can abandon service.
Instead. carriers now have a broad re-
sponsibility to give notice of their in-
tention to withdraw or, in some cir-
cumstances, reduce service, and can be
required to continue operating to
small communities (at consecutive 30
day intervals) whenever a cessation or
reduction of service to a point would
drop Its overall service level below the
standard of "essential air transporta-
tion," and no replacement carrier is
available. If an airline Is required to
continue operating under this proviso,
It must be compensated for any lozses.
Another, less significant, limitation is
that dormant or under-utilized non-
stop authority Is smaller markets may
in some instances be suspended for up
to 26 weeks at a time when a "replace-
ment" carrier enters the market under
the "unused authority" program. See
p. 4, note 1, above.

Such limitations on permissiveness,
however, do not negate the essential

simiar to old Section 401(d); both were
challenged on grounds that the agency
could not make a generic determination of
need but was compelled instead to make In-
dividual determinations of public conven-
ience and necessity for each applicant; and,
in addition, the FCC order was attacked for
not inquiring whether the service proposed
by any applicant would preclude the service
of any other and. if it would, for not holding
comparative hearings to determine which
should be selected.

Both reviewing courts rejected these argu-
ments. (The LC.C.'waste commodities rule
was remanded on other grounds but, as
eventually modified, was upheld in National
Tank Truck Carrnen v. L.CC, 559 P.2d 845,
(D.C. Cir. 1977)). Memical Leaman held
that the language of the Motor Carrier Act
did not prescribe an exclusive format for
making public convenience and necessity
findings and that there was therefore no
reason why the Commission could not by
making "an advance classification of carri-
ers, 'find' that the public convenience and
necessity warrants operations by each carri-
er encompassed therein, and apply that
'finding' to those individual carriers who
show they bear the common attributes of
the class." 368 P. Supp. at 937. Similarly.
Washington Utilities found that since the
FCC was adopting a "general policy for uni-
form application In the regulation of a na-
tionwide Industry," it was proper for It to
use a rulemaking approach to particularize
statutory standards Also, It concluded that
the Commission had engaged in "a reasoned
exercie" of Its discretion in deciding not to
limit entry and hold comparative hearings
on Issues of economic exclusivity.
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freedom and flexibility that airline
managements must have in making
choices' about what markets to enter
or leave in a competitive system in
which more authority is awarded than
can be used at any given time.

Another aspect of the legal debate
has centered on the underlying pur-
pose of the Federal Aviation Act. Op-
ponents have argued that a policy.of
multiple permissive awards would rep-
resent an. abdication of the Board's
regulatory responsibilities, since-Con-
gress intended to establish a funda-
mental scheme of controlled entry
that would encourage the develop-
ment of air transportation through
order and financial stability and pro-
tect airlines against destructive compe-
tition and uneconomic duplication of
service, including more competitive au-
thorizations than would be warranted
by demand. On the other side, the
Board and proponents of freer entry
have insisted that Congress estab-
lished broad guidelines for determin-
ing the public convenience and neces-
sity, guidelines that are clearly broad
enough to permit us to regulate
through a policy of competition, in ac-
cordance with our duty to interpret
and apply general statutory principles
in light of the evolving character of
the industry, the changing needs of
the public and knowledge gained from
experience.

The purpose and legislative history
of the Deregulation Act are free, of
such ambiguities. As noted, its purpose
is to remove the primary barriers to
entry into domestic and overseas air
transportation in three years and to
require the Board to liberalize entry
during the transition-its hallmark is
the belief in competition rather than
concern for order and stability of a
kind that understandably motivated
Congress in 1938. Moreover, the Con-
ference Committee Report (at p. 56) is
explicit in saying that the new legisla-
tion gives "the C.A.B. broad discretion,
to establish other programs to encour-
age competition, such as -the multiple
permissive' authority program estab-
lished by the Board."

For all these reasons, we find that
our authority to adopt, a general mul-
tiple entry policy is no longer in ques-
tion.

GENERAL ENVIRONMENTAL
CONSIDERATIONS

While a multiple permissive licens-
ing policy is therefore desirable from a
transportation standpoint and entirely
consistent with our statutory authori-
ty, its impact on the environment re-
quires further study. We do not mean
to suggest that such a policy will nec-
essarily have a serious negative impact
on the environment or on energy effi-
ciency; quite the opposite may be true
if, as is entirely pssible, it does not

produce a major systemwide increase
in flights but does raise load factors.
Our point is only that a far-reaching
change in entry policy affecting the
entire nation's air transportation net-
work should be adopted only after a
careful -consideration of its environ-
mental consequences. Therefore, we
have decided to issue an environmen-
tal impact statement to detail those

,consequences and our staff has al-
ready .begun to work on the matter.
We will defer any decision to .adopt a
general regulatory policy of essentially
open entry until the environmental
statement is ready. In the meantime,
we. will apply our general conclusions
about the value of multiple permissive
awards to individual cases and will
consider their environmental and
energy effects at the particular points
and markets in issue.

TENTATIVE LAS VEGAS-DALLAS/FORT
WORTH FINDINGS

The first of the six "omnibus" oral
argument cases in which we are fol-
lowing the approach described in the
previous. paragraph is Las Vegas-
Dallas/Fort Worth, probably the one
most favorable on its facts to a grant
of multiple permissive awards. In the
next few weeks we expect'to issue a
decision in at least one other of the
"six," as well as in other proceedings
that have been deferred while we have
been considering the general desirabil-
ity of multiple permissive- licensing.
Since. the new Act creates what
amounts to a rebuttable presumption
in favor of the grant of route applica-
tions, we will generally take up first
those of the deferred cases in which
no plausible argument for restraining
competition can be made, except
where there are affirmative reasons
(such as a compelling need for service)
for deciding more difficult cases rapid-
ly.

Las Vegas-Dallas/Fort Worth is a
very large market, with traffic flow
that we have estimated at a minimum
of 557,000 passengers in 1978; it is also
primarily a vacation market and there-
fore particulary sensitive to the stimu-
lation of lov-fare service. By Orders
'78-3421 and 78-7-116 we decided that
it needed competition (against Delta,
the incumbent) and selected Braniff
and Texas International Airlines to
provide it. Their authority became ef-
fective on July 21, 1978. The applica-
tions of Airwest, American, Eastern
and Western were deferred.

In our first round of awards in this
case we recognized that, the various
applicants had proposed a wide range
of service and price benefits and that
it would be difficult to determine
which 'carrier's combination of.service
and fares would be best. We initially
,decided on only two awards because at
that stage of our evolving multiple

entry approach we were not yet pre-
pared to license more authority than
the market could reasonably be pre-
dicted to'sustan. On the other hand,
we concluded that the market re-
quired at least two new carriers to pro-
vide a reasonable assurance of sus-
tained price competition. Starting
fron) that premise, TXI and Braniff
were natural choices because they
were the only applicants to submit
low-fare proposals into the record,
thereby demonstrating "their commit-
ment to significant price reductions
from the outset of the proceeding."
Order 78-7-116, p. 12.10

But now that we have decided that'
awards need not generally be limited
to the number that a market can sus-
tain, the advantages of letting market-
place mechanisms determine the opti-
mal quantum and type of service for
the Las Vegas-Dallas/Fort Worth
route are apparent.

For example, however reasonable
our earlier decision was, given Its un-
derlying premises, it would have had
the effect of artificially curtailing the
price/service options available to the
public. By choosing only Braniff and
TXI, we would be creating a lopsided
service 'pattern in which virtually all
beyond-segment service would be of-
fered to Southeast points beyond
Dallas. Extensive potential sources of
feed traffic in the West, available to
Airwest and Western, would' remain
untapped, as would a number of siz-
able Midwest markets that American
Airlines has proposed to serve." (East-
ern, the remaining applicant, has no
immediate plans to inaugurate Las
Vegas-Dallas Service. Its certification,
however, would clearly add to the po-
tential competition in the market and
is therefore consistent both with the
underlying rationale of multiple per-
missive authority and the new Act's
policy declaration. 2 We are not sug-
gesting, of course, that awards to all
the applicants will bring the Las
Vegas-Dallas/Fort Worth market the
aggregate of service and other benefits
that each. applicant has proposed on
the assumption that It alone would be
selected. That Is not the point. There

"oThe Board also adopted the administra-
tive law Judge's conclusion that Braniff
would provide more service In the primary
market and benefit more beyond passengers
than any other applicant, and that TXI was
the carrier with the greatest need for route
strengthening.

"Airwest has proposed single-plane serv-
ice between Dallas and Burbank, Sacramen
to, Spokane, Reno and Boise; Western, be-
tween Dallas and Sacramento, San Francis-
co, Seattle and Vancouver: and American,
between Las Vegas and Cincinnati, Dayton,
Indianapolis and Pittsburgh, markets in
which it forecasts a total of 90,000 passen.
gers.

2Eastern has submitted service proposals
and a full set of exhibits; there is no ques.
tion that It is a "qualified" applicant.
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is simply no reason on the facts of this
case for the Board to intrude on a de-
cision-making process that is better
left to the free play of competitive
forces-by determining for instance,
that the public should be allowed to
choose only from among Las Vegas-
Dallas/Southeast flights but not
flights serving other regions of the
country.

The public's price options would
likewise be curtailed if only Braniff
and TXI were licensed. We have noted
that the marketplace is a more finely
tuned instrument for decision-making

,than a Board proceeding because it re-
sponds to current circumstances
(while the Board's decisional process
generally relies on i~ast facts projected
to the future), and acts continuously,
selecting and reselecting carriers,
while the Board, once it has focused
on a given market, is not likely to
reexamine it for years. Order 78-7-116,
p 2. Limiting our awards to Braniff
and TX! because they alone made low-
fare proposals years ago when exhibits
in the case were introduced, would
provide a dramatic illustration of the
inferiority of Board attempts to pre-
scribe in advance the kind of service a
market should have. It would deprive
passengers of the opportunity to opt
for low-fare packages that have since
been introduced by the other appli-
cants throughout their systems (and
proposed for this particular market)
or that may be introduced by them in
the future in response to the changing
regulatory and economic climate.1 3

Moreover, in the Las Vegas-Dallas
case, there seems to be no affirmative
reason why the Board should restrict
the price/service options available to
the public by engaging in carrier selec-
tion. Of all the parties, only Delta, the-
incumbent, and Braniff and TXI, the
successful applicants have voiced any
real opposition to multiple permissive
awards to all remaining carriers. How-
ever, while they have had the opportu-
nity to identify specific harmful conse-
quences flowing from such awards,
none of them has done so. Instead,
they have argued that the Board
cannot (or, more accurately, could not
under the old Act) award more author-
ity than it predicts a market can sus-
tain. This contention has already been
rejected. There has been no showing
that multiple permissive awards would
impair necessary service to the public
or even result-in serious harm to any
carrier, although the latter consideia-
tion is not normally entitled to much
weight, particularly in the competitive
environment; created by the Deregula-
tion Act. Finally, we see no need to

"American' now offers deep-discount
Super-Saver fares; Western proposes a 20
per cent across-the-board reduction in coach
fares plus an off-peak fare and a one-way
Super Saver fare; and Airwest proposes a
broad array of promotional fares.

NOTICES

protect TXI from further competition
merely because It Is a relatively small
carrier. (Of course, both TXI and
Braniff will In any event have received
a 5-6 month head start by the time
this case is completed.) As we have
pointed out, the Act contemplates that
the normal way to strengthen small
carriers is to offer them new route op-
portunities rather than protection
from competition. It was precisely be-
cause Congress contemplated that
local service airlines like TXI would
face more competition on their unsub-
sidized routes that it freed them (for
four years) of the obligation to
"share" profits in those markets with
their subsidized operations. Report of
the House Committee on Pulblc Works
and Transportation, p. 12. (In other
words, during this period, local service
carriers can keep all profits earned In
non subsidized markets, and need not
use some of these profits to offset
losses on their subsidized systems and
thereby reduce the total subsidy they
receive from the Treasury). m

For all these reasons we tentatively
find that the applications of Airwest,
American, Eastern and Western are
consistent with the public convenience
aiid necessity and should be granted.
While the parties have already had
ample opportunities to comment on
the general question of multiple per-
missive entry and, more specifically,
on whether such an approach should
be followed In Las Vegas-Dallas, we
are making this finding tentative In
order to permit them to address them-
selves to these issues in light of the
new certification standards and policy
declaration of the amended Act (and
also to permit them to comment on
our environmental and energy conclu-
sions, below)."

DURATION or TaE Awmws

Our awards to Braniff and TXI were
for a temporary three year period due
to expire July 24, 1981. Since these

"3We mention this only as an indication
that Congress expects small carriers to face
more competition under the new regulatory
environment; there would be no subsidy
impact on I in any event, since we have
recently taken It off subsidy.

"Since we are now governed by a new Act
that establishes a presumption In favor of
the grant of route applications, we must
reject earlier arguments by some parties
that we should not make multiple permis-
sive awards here but should Instead decide
the case on the basis of the more restrictive
assumptions under which It was originally
tried. (There is no doubt, however, that
multiple permissive awards are within the
scope of the issues.) In view of the advanced
procedural stage of the case and the length
of time it has been pending, and the fact
that the parties have already commented on
the basic Issues, the public Interest clearly
requires that we proceed by way of a tenta-
tive decision rather than await comments
before taking a position.
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carriers were being selected over other
applicants because of their low-fare
proposals, we found that temporary
awards were necessary to provide some
assurance that they would actually in-
stitute those proposals (or face the
possibility of losing their authority
later). But now that we have tentative-
ly decided to license all the applicants
and to let market forces establish, opti-
mal service and price levels, no pur-
pose would be served in making the
authority of Braniff, TXI or the other
applicants temporary. In any case, a
three-year duration would be mean-
ingless since the new Act eliminates
entry barriers at the end of 1981.

ENVMrONM AN EMNEGY
CONSIDERATIONS

On November 12, 1976, the Board's
Bureau of Operating Rights (now part
of the Bureau of Pricing and Domestic
Aviation) issued a Notice of Environ-
mental Rejection finding that any
subsequent Board action in this case
would not constitute a major federal
action significantly affecting the envi-
ronment. That finding was based on
environmental evaluations, submitted
by the applicants, which indicated
that no applicant proposed to operate
more than six daily round-trip flights
between Las Vegas and Dallas/Fort
Worth.

When Braniff Airways later submit-
ted direct exhibits proposing an addi-
tional nine round trips per day, the
Board Issued a Second Notice of Envi-
ronment Rejection. That notice, which
was Issued on February 24, 1977, found
that the addition of nine daily round-
trips also would not constitute a major
federal action significantly affecting
the environment.

Both of these notices assumed that
any action taken by the Board would
not result in more flights being added
to the market than the highest
number proposed by any single appli-
cant. They did not assume that the ad-
ditional services would be provided by
any particular applicant or that it
would be provided by only one of the
applicants.

In deciding whether to make awards
to more than one of the applicants in
this case, we have considered the envi-
ronmental Implications of multiple
awards. We believe that while multiple
awards are likely to encourage price
competition and generate traffic they
are not likely to significantly increase
the number of flights operated.
Rather, the lower fares resulting from
increased competition will force carri-
ers to operate with higher load fac-
tors. Thus, most, if not all, of the
newly generated passengers are likely
to fill seats which would otherwise
have been empty.

Six carriers have applied for author-
ity in this case. On July 21, 1977,2 we

"Order 76-6-116.
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granted two of these applicants, Bran-
iff and Texas International, certifi-
cates to serve the Las Vegas-Dallas/
Fort Worth market. While Braniff
had proposed to operate nine daily
round trips and TXI proposed five,
they are currently operating a total of
only seven and a half daily round-
trips. Thus, higher load factors and
the introduction of more than one car-
rier into the market led both to reeval-
uate their proposals and provide less
service than they had originally,
planned. We expect a similar reaction
by all of the carriers when additiofial
awards are made..

Having found that multiple awards
are not likely to significantly increase
the number of flights operated, we
tentatively conclude that they will not
lhave a significant impact on the envi-
ronment. The Bureau's , analysis
showed that the level of increased
service we foresee does not come close
to exceeding the thresholds of our
noise and pollution screening tests.
Even if there is a somewhat larger in-
crease in service, the environmental
impact will not be significant.

In addition, multiple awards have fa-
vorable implications with respect to
energy efficiency and consumption.
The higher- load factors which multi-
ple awards are likely to inducer will
allow many more people to fly without
significantly increasing fuel consump-
tion or any of the other environmental
consequences associated with an in-
crease in operations. We therefore ten-
tatively conclude that the awards we
are proposing to make in this case are
consistent with the National Environ-
mental Policy Act of 1969 and the
Energy Policy and Conservation Act.

Accordingly: 1. We tentatively find
that (a) awards of permissive nonstop

•authority in the Las Vegas-Dallas/
Fort Worth market to American Air-
lines, Eastern Airlines, Hughes' Air-
west and ,Western Air Lines are con-
sistent with the public convenience
and necessity, and that each of these
carriers is fit, willing and able to oper-
ate this service; (b) the time limitation
on the existing' Las Vegas-Dallas/Fort
Worth authority of Braniff Airways
and Texas International Airlines
should be removed; and (c) the pro-
posed awards are consistent rith the
National Environmental Policy Act of
1969 and the Energy Policy'and Con-

" servation Act;
2. Any interested i arty objecting to

the issuance of an order making final
the tentative findings set out above, or
otherwise wishing to comment on
those findings, shall file its comments
with the Board in Docket 29445-within
30 days of the service date of this
order;,

3. If no objections are filed, the
Board will deem all further procedural
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steps to be waived and will issue the
authority described in paragraph 1;

4. If timely objections and other
comments are filed, the Board will
accord them full consideration before
taking further action.

This order will be published in the
FEDERAL REGISTER.

COHEN, Chairman, O'MELIA,
BAILEY and SCHAFFER, Members
concurred in the above opinion and
order.

PHYLLIS T. KAYLOR,
Secretary.

[FR Doc. 78-35675 Filed 12-21-78; 8:45 am]

[6320-01-M]

MULTIPLE PERMISSIVE AWARDS FOR ROUTE
AUTHORITY

Preparation of Environmental Impact Statement

AGENCY: Civil Aeronautics Board.
ACTION: Notice of Preparation of En-
vironmental Impact Statement.

SUMMARY: This notice, announces
the Board's intention to prepare an
environmental impact statement as-
sessing the effects of adopting a gener-
al policy of granting multiple permis-
sive awards to all qualified applicants
for route authority. The impact state-
ment Will cover both domestic and in-
ternational'authority.

'DATES Comments by January 8,
1978.
ADDRESSES: Comments should be
sent to Arnold Konheim-OEA,
Steven Rothienberg or Laurence J.
Aurbach--BPDA, 1825 Connecticut
Avenue, Washington, D.C. 20428. ,
FOR FURTHER INFORMATION
CONTACT:

Arnold Konheim-OEA (202) 673-
6089; Steven Rothenberg-OGC
(202) 673-5205; or Laurence J. Aur-
bach-BPDA (202) 673-5449, 1825
Connecticut Avenue; N.W., Washing-
ton, D.C. 20428.-

SUPPLEMENTARY INFORMATION:
The Board is considering the adoption
of a general policy of granting multi-
ple permissive awards to all qualified
applicants for domestic and overseas
route authority. The Board believes
that. such a policy would serve the
public interest by encouraging compe-
tition and increasing the incentive for
carriers to provide the price and serv-
ice options demanded by the public. It
is commencing the preparation of an

-environmental impact statement to
allow it to assess the environmental

* implications of the proposed action.
International authority will also be

included in the. impact statement to
give the Board an overall environmen-
tal perspective of multiple entry. Al-
though the Board is not now consider-

ing a general policy of multiple entry
internationally, it may in the future,
Moreover, multiple entry is and will be
in issue in a number of individual in-
ternational route cases before the
Board. - '

Until now the Board has been con-
sidering the desirability of making
multiple permissive awards on a case
by case basis. In doing so, it has con-
sidered the environmental ramifica-
tions of each case before making any
awards of certificate authority. The
Board is preparing this environmental

'impact statement to allow it to' ana-
lyze the cumulative, systemwide im-
pacts of multiple permissive entry.

The impact statement will be used
not only to allow the Board to deter-
mine whether a general policy of mul-
tiple permissive awards should be
adopted but also to present it with al-
ternatives which may be employed to
minimize harmful environmental im-
pacts associated with air transporta-
tion. The impact statement will con-
sider . both alternative policy ap-
proaches, such as making multiple
awards in only certain categories of
markets and combining multiple
awards with .a restrictive rate policy,
and mitigating measures, such as re-
quiring carriers to operate only planes
meeting specified noise, air quality
and/or energy criteria.

The Board will be arrargging a scop-
ing meetings with Federal agencies
having jurisdiction in areas related to
the proposed action and is taking this
opportunity to request comments from
the general public. We are especially
interested in comments suggesting cat-
egories of airports which should be
exempted from any general finding
the Board makes and measures which
might be taken to mitigate the envi-
ronmental impact of multiple awards.
Comments on the relationship of the
proposed policy to other plans and

"policies are also of special interest to
us.

Interested persons may, participate
in the preparation of this impact by
submitting written data, views or argu.
ments to the address above. Ten copies
of such comments are requested but
not required. All relevant material re-
ceived by the date, shown at the begin-
ning of this notice will be considered
in preparing the impact statement,

Dated: December 18, 1978.,
MicnAm E. LvniE,

Director, Bureau ofPricing
. and DomesticAviatibn.

[FR.Doe.78-35666 Filed 12-21-78; 8:45 am
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NOTICES

[6320-01-M]
[Docket 306991

OAKLAND SERVICE CASE (FITNESS PHASE)

Hearing

Notice is hereby given, pursuant to
the provisions of the Federal Aviation
Act of 1958, as amended, that a public
hearing in the above-entitled proceed-
ing is assigned to be held on January
17, 1979, at 9:30 a~m. (local time) in
Room 1003; Hearing Room D, Univer-
sal North Building, 1875 Connecticut
Avenue N.W., Washington, D.C.,
before the undersigned Administrative
Law Judge.

For information concerning the
issues involved and other details of
this proceeding, interested persons are
referred to the various documents
which are in the docket of this case on
file in the Docket Section of the Civil
Aeronautics Board.

Dated at Washington, D.C., Decem-
ber 15, 1978.

ARTHuR S. PRESENT,
Administrative Law Judge.

[FR Doc. 78-35668 Filed 12-21-78; 8:45 am]

[6320-01-M]
[Order 78-12-94; Docket 32954]

TEXAS INTERNATIONAL AIRUNES, INC.

Order to Show Cause

Adopted by the Civil Aeronautics
Board at its office in Washington, D.C.
on the 14th day of December, 1978.
Application of TEXAS INTERNA-
TIONAL AIRLINES, INC. for amend-
ment of certificate of public conven-
ience and necessary for Route 82.

By Order 78-10-25, October 5, 1978,
we invited interested persons to show
cause why we should not amend the
certificate of Braniff Airways for
Route 9 so as to add the point Mid-
land/Odessa, Texas. We denied Mid-
land's request that we authorize Bran-
iff to provide service in the Midland/
Odessa-Dallas/Ft. Worth market by
exemption. Finally, we left to be han-
dled by a later order an application of
Texas International Airlines (TXI) for
amendment of its certificate for Route
82 so as to provide nonstop service be-
tween Dallas/Ft. Worth and Oklaho-
ma City.1 The facts of that application
were discussed in the order.

Braniff has responded to TXI's eco-
nomic exhibits filed on August 14. It
opposes the requested authority, con-
tending that TXI is not proposing sig-
nificant service improvements; that is-
suance of an order to show cause in re-
sponse to the petition would run con-
trary to established Board policy be-

'Such authority, if granted, would permit
TXI to offer Midland/Odessa-Oklahoma
City one-stop service via Dallas/Ft. Worth.

cause the certification sought would
substantially alter existing competi-
tive relationships in the Dallas/Ft.
Worth-Oklahoma City market; and
that the 'petition raises questions
which prelude resolution by show-
cause procedures.

We have tentatively concluded, on
the basis of the tentative findings
below, that it Is consistent with the
public convenience and necessity to
amend TXI's certificate so as to add
the nonstop segment Dallas/Fl
Worth-Oklahoma City; such service
should be made permissive; TXI is fit,
willing and able to perform properly
the air transportation it proposes and
to conform to the provisions of the
Act and the Board's rules; our pro-
posed action would not constitute a
major Federal action significantly af-
fecting the quality of the environment
within the meaning of the National
Environmental Policy Act of 1969; and
,it is* not a major regulatory action
under the Energy Policy and Conser-
vation Act of 1985 (EPACA).2

Grant of TXI's request comports
with the Airline Deregulation Act of
1978, particularly with the declaration
of policy set forth In section 102 which
instructs us to rely, to the maximum
extent possible, on competitive forces,
including potential competition. TXI
has proposed competitive service in
the primary market and service
beyond Dallas/Ft. Worth to Midland/
Odessa; where direct service from
Oklahoma City has been eliminated
by Continental. In addition, TXI has
proposed fare reductions which will
provide a greater choice of price. Even
should TXI not enter the market,
however, or ultimately leave It, the re-
alistic threat of entry will help to
force incumbents to operate efficiently
and responsively.

We will give Interested persons 30
days following the service date of this
order to show cause why the tentative
findings and conclusions set forth here
should not be made final; replies will
be due within 10 days thereafter. We
expect those persons to direct their
objections, if any, to specific matters
dealt with here, and to support their
objections with detailed economic
analysis. If an oral evidentiary hearing
complete with the opportunity for
cross-examination Is requested, the ob-
jector should state, in detail, why such
a hearing is necessary and what rele-
vant and material facts the objector
would expect to establish through
such a hearing that cannot be estab-
lished in written pleadings. We will

2=TXI filed an environmental evaluation.
to which we received no objections. Indicat-
ing that there would be no significant
Impact on the environment as a result of Its
proposed service. We have analyzed TXI's
evaluation and find It to be reasonable. Its
service will require the use of only 1.029.88
gallons of additional fuel.

not entertain general, vague, or unsup-
ported objections. We remind objec-
tors that, under the 1978 Act, the
burden of proof is on them to show
why the award of authority here is not
consistent with the public convenience
and necessity.

Accordingly, 1. We direct all inter-
ested persons to show cause why we
should not issue an order making final
the tentative findings and conclusions
stated here and amending TXI's cer-
tificate for Route 82 by adding the
segment Dallas/Ft. Worth, Tex.-Okla-
homa City, Okla.;

2. We direct any interested persons
having objections to the issuance of an
order making final the proposed find-
ings, conclusions and certificate
amendment set forth here to file with
us, no later than January 18, 1979,
1978, and serve upon all persons listed
in paragraph 6 below, a statement of
objections together with a summary of
testimony, statistical data, and evi-
dence expected to be relied upon to
support the stated objections; interest-
ed persons shall file answers to objec-
tions no later than January 29, 1979;

3. If timely and properly supported
objections are filed, we will give full
consideration to the matters or issues
raised before we take further action;=

4. In the event no objections are
filed to any part of this order, we will
eliminate all further procedural steps
relating to such part or parts and we
will proceed to enter an order in ac-
cordance with the tentative findings
and conclusions set forth in this order;

5. We will grant the petition of
Texas International Airlines for an
order to show cause in Docket 32954;
and

6. We will serve this order on Texas
International Airlines, Inc.; Braniff
Airways, Inc.; the Midland/Odessa
Parties; the Texas Aeronautics Com-
mission; Continental Air Lines, Inc.;
the Dallas/Ft. Worth Parties; the City
of Oklahoma City; American Airlines,
Inc.; Delta Air Lines, Inc.; Trans
World Airlines, Inc.; North Central
Airlines, Inc.; Northwest Airlines, Inc.;
and Western Air Lines, Inc.

We will publish this order in the
Fmm AL REGisTE.

By the Civil Aeronautics Board: 4

PHYLLIS T. K&YLoR,
Secretary.

EFR Doe. 78-35674 Filed 12-21-78:8:45 am]

2Since provision Is made for the filing of
objections to this order, we will not enter-
tain petitionsfor reconsideration.

4Al Members concurred.
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[6320-01-M]
TRANS CONTINENTAL AIRLINES', INC.

Applicatio t.for anAlZ-C o: Air Service

D _cmm 15, 1978.
InaccordancewitkLPart.291 (14 CFR

291). of the: Board.s.Econhmic:Regula-
tions., (effective: November. 9,. 1978),
notice is hereby- giveir.that: the Civil
Aeronautics-Board has received an ap-
plication; Docket.-33133,- from. Trans:
ContinentalAilines. ne.,.ofYps.lanti_
Michigan- for an all-cargo: air service
certificate to., provide domestic, cargo-
transportation-

Under the-provisions of §'2912tc) of
Part' 29L. interested-person= may file
an'answer-im opposition to-this appli-
cation on: or beforezanuary-,12,, 1979?
An executed?.original and sir copies of
such. answer shall be addressed to the
Docket Section, Civil Aeronautic
Board, WAshington; D.C. 20428., It
shall set forth in detail the reasons,for-
the-position taken and must-relate to-
the fitness, willingness,, or ability of
the applicant- to. provide all-cargo ,air
service or 'to: comply' with the Act or
the Bbard's. orders, and. regulations.-
The answer shall be served, upon the
applicant and state the date of such:-
service=

'PYLITwiLR

NOTICES

Ordering paragraph 6 on page 13
omitted consolidating the application
of Jet Executive. International, Inc.,
Docket- 33964- Accordingly, paragraph
6 should-berevised as follows:

6. We grant the. petitions. to cons0l-
date the applications of, Evergreen In-
ternational Airlines, .Inc.. amendment.
No. I -to.Docket- 29342. Sbuthern. Air
Ttansport, Inc_ amendmentNo. L to-
Docket, 2933Z, Rosenbalm: Aviation,.
Inc-, in Docket- 33168,. Southeast Air-
lines;:Ic, in- Docket 33651,. DHL.Air-
ways Inc.and DHM Corporation in
Dockets,'31539-and31540 and. Je-tz-
ecutive.- ihternat rza4- rnc- ih Docket
3396'-witl-Uocket 35789t)-the extent-
that.eachconformstcrthe scopeof the
proceeding establishedhere--2

Dated: December15, 1978'
PHEYMWT; KAYLOH.

Secretar.
CF Da e78-35673 Fifed I-21-78; 8:45 ami

[3510-13-M1

DEPARTMENT OF COMMERCE

NHitlnal Bureau of Standardv

NATIONAL BUREAU, OF STANDARDS VISITING
COMMITTEE.

Meeting

a-FUL"77- Parsuant. to the FederaI Advisory[FRDoa:.i-3566TFieci12-2k-78; 8:45 am]. CommitteeAct, 6tT.S.CApp.notice is
hereby- given- that the- National

[6320-0T-M! Bureau. of Standardsr Vsiting Coin-
mittee-wilLmeeton:Monday February

[Order78-12-59;'Docket30789, et.al-1. 12, 1979 frr. 8:0O_.a.m_. to- 445 p m=
TRANSATLA1TICCARGO SERVICECASFEr and. Tuesdi a, February- 13, 1979, from

AL_ 8:30 aj.3xtto. 3:1p-inLectureeoom
A, Administration Bulding,. NationaL

O6rdrmrrecn. :Bureait ofZ.Standardsr, Gaithersburg;,
Adopted- by the Civil Aeronautcs aryland-

Board- at its_ office in. Washington, The XBENBSf-h- bCommitteeiscom--
D:C., on the. 8th- day- of December, posed, of: ffve- members- prominent i
1978?_ the fields. of- sciencm and technology
Inthe matter of Tansatlantic: Cargo: and? appointed- by- the. Secretary of

Service Case. (Docket 30789); Applica- Cbmmerce.
tions-ofSatunrAirways, I1=. (Dockets:- Th PurPose of thLe meeting: is= ta
2599T. 2a730), Overseas- National r-, reviewW"the effiency of the- Bureau'sL
ways; In, (Docket 28984),. Southenr scientifiework andth~conditonofits
Air Ttansportnc.. (Docket29332). --- euPFPment.i rdr'to assist the Com_-
ergreen: InternationaL Ari:e.sInc_ mittee-_mnreportii-to theSecretary of
(Docket, 29342), "DIlL. Afrwjys; Inc_ Commerceasreaufrediby law.
(Docket 31539), Rosenbalin.AViation;. The: public, isl'nvited- to attend; and
Inc. (Docket. 33168), Southeast Air-. the Cha nanwMlLentertain-comments
line hm m.-o0cket. 33651), J'et Execn.- or- Q(uestiOn at an- appropriate -time
tive' International,. Ine.,(33964),. for durhng'the.meetffign Any- person wish-
certificates..of public convenience ancL_ "ing- to- attend- the meeting- shoujd.
necessity- t>. engage im--supplemental infornnMs Kay Byerl, Offce of the
airtransportaon-Applicatfonof DH .. Director, .atlonal Bureau, of. Stand7-
Airways, Inc.;(Docket 315-0) fora.cer- ards; Washington;j D.C. 20234,. tele-
tificate of public: convenience and: ne-. phone301-92--Z413.
cessity- under section 401 of the Act;
Application: of DHIL Corporation Datec-DecemberIS, 1978.-
(Docket 31542) for approva-of sec • ERurzz AimB.r,
tions408-and&40 relationships- . Directon

'See 43 FR 56801, December 15, 1978.
EFR Doe. 78-35557'iled 12-21-78; 8:45 am]

[3510-13:-M]

VINYI.-COVERED GLASS. FIUER INSECT'
SCREENINAND LOUVER CLOTH-

Commercial Standard; Intent To Withdmaw

Ini accordancewith § 10.12of the De-
partment'Vs"Procedures: for the Devel-
opment of Voluntary Product Stand-
ards!' (15 CPR- Part 10), notice 'is
hereby-given of the intent to withdraw
Commercial Standard. CS 248-64.
"Vinyl-Coated Glass Fiber Insect
Screening and Louver Cloth."

This. withdrawal action, Is being pro-
posed for the reason that CS 24864 is
adequately covered. by the American
Society for Testing and Materials'
standard ANSI/ASTM D. 3056-48,
"Standard. Specification for' Insect
Screening and Louver Cloth Woven
from. Vinyl-Coated-Glass Fiber Yarn."

Any-comments orobJects concerning
this intended withdrawal of this stand-
ard- should be made in writing to
Standards Development. Services, Na-
tional Bureau of Standards, Washing-
ton, D.C. 20234, on or before January
22, 1979. The effective date of with-
drawal w111 not be less than 60 days
after the final notice of withdrawal.
Withdrawal acton terminates the au-
thority to refer to a published stand-
ard as a voluntary standard developed.
under the Department of Commerce
procedures from the effective date of
withdrawal.

Dated: December 18, 1978.
ERxEST AmBimn,

Director.
ER Dac- 1 "8355T4 Filed 12-21-78; 8.45 am]

t3TO-25-MI
COMMIT-rE5FOR THE

IMPLEMENTATIONOFTEXTILE
AGREEMENT&

FUUT.U INCREASI G IMPORT' RESTRAINT.
LEVEUTOLCE NTA COTONt AND MAN-
MADE IBE'TEXlEML FRODUCT FROM'THE
REPUBUCOF CHINA.

AGXNCM T-' Committee for the Mmple-
mentatiomof TextileAgreements

ACTION: Increasing the levels: of- r-
straint applfcable to certain .cotton.
and. man-made: fiber textile productr
in. Categories. 313,. 331, 338/339, 341,
34?r/348.. 633/634/635, 641. 647. and
648,- produced or manufacturedIn the
Republiccof China.andexported-to the
United States during the agreement
year which- began- on January 1,. 1978.

(A detailed description of the catego-
ries in- terms of TZ.St.S.A numbers
was published in the-Fi Emu RE~sm'_
on: January- 4, 1978, (43 F 884) as.
amended on January 25, 1978 ("43 FR
342), March 3, 1978 (43 FR 8828), June
22, 1978 (43' FR 26773) and" September
5, 1978 (43 FR 39408)).
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NOTICES

SUMMARY: Paragraph 8(a)(iil) of the
Bilateral Cotton, Wool and Man-Made
Fiber Textile Agreement of June 8,
1978, between the Governments of the
United States and the Repblic of
China, provides that specific levels of
restraint may exceed - current-year
limits by a designated percentage,
with the amount of the carryforward"
used being deducted from the applica-
ble category level in the succeeding
agreement year. The Government of
the Republic of China has requested
application of carryforward to the cur-
rent-year levels of Categories 313, 331,
338/339, 341, 347/348, 633/634/635,
641, 647, and 648.

EFFECTIVE DATE: December 18,
1978.

FOR FURTER INFORMATION
CONTACT:

Donald R. Foote, International
Trade Specialist, Office of Textiles,
U.S. Department of Commerce,
Washington, D.C. 20230, 202-377-
5423).

SUPPLEMENTARY INFORMATION:
On June 16, 1978, a letter dated June
15, 1978 from the Chairman of the
Committee for the Implementation of
Textile Agreements to the Commis-
sioner of Customs was published in
the FEDERAL REGisnr (43 FR 26102),
which established the levels of re-
straint applicable to certain specific
categories of cotton, wool, and man-
made fiber textile products, produced
or manufactured in the Republic of
China, and exported to the United
States during the twelve-month period
beginning on January 1, 1978 and ex-
tending through December 31, 1978.
In the letter published below the
Chairman of the Committee for the
Implementation of Textile Agree-
ments directs the Commissioner of
Customs to increase the levels of re-
straint established for Categories 313,
331, 338/339, 341, 347/348, 633/634/
635, 641, 647, and 648 to the designat-
ed amounts.

ROBERT E. SHEPHERD,
Chairman, Committee for the

Implementation of Textile
Agreements, and Deputy As-
sistant Secretary for Domestic
Business Development.

CommITT!E FOR THE IMPIEMENTATION OF
Txx AGREEnMrS

COMMISSIONER OF CUSTOMS,
DEPATMENT OF THE TREASURY,
WASHINGTON, D.C. 20229.

DEAR MR. CoammssioNE: On June 15,
1978, the Chairman, Committee for the Im-
plementation of Textile Agreements, direct-
ed you to prohibit entry for consumption, or
withdrawal from warehouse for consump-
tion, of cotton, wool and man-made fiber

textile products in certain specific catego-
ries, produced or manufactured In the Re-
public of China and exported to the United
States during the agreement year which
began on January 1, 1978, in excess of desig-
nated levels of restraint. The Chairman fur-
ther advised you that the levels of restraint
are subject to adjustment.'

Under the terms of the Arrangement Re-
garding International Trade in Textiles
done at Geneva on December 20, 1973, as
extended on Man-Made Fiber Textile Agree-
ment of June 8, 1978, between the Govern-
ment of the United States and the Republic
of China; and In accordance with the provi-
sions of Executive Order 11651 of March 3.
1972 as amended by Executive Order 11951
of January 6, 1977, you are directed to
amend, effective on December 18, 1978. the
levels of restraint established In the direc-
tive of June 15, 1978. as amended, for Cate-
gories 313. 331, 338/339. 341. 347/348,'633/
634/635, 641, 647, and 648 to the following
levels:

Amended 12-
category month Level ofRestrlntx

313 45.472.256 Syd.
331 484.928 Do=.
338/339 498.331 Do.
341 382,779 Do-
347/8 845.728 Do?.
347 415.364 Dor.
348 G41.796 Doz.
633/4/5 1.455.436 Dos.
.633/4 959.885 Do=.
635 713.86 Do
641 ..... 667.774 Do=
647 1.93025 Dos.
648--- ....-- 3.261.604 Dos.

'The levels of restraint have not been adjusted to
reflect any Imports after December 31. 1977.

The action taken with respect to the Gov-
ernment of the Republic of China and with
respect to Imports of cotton and man-made
fiber textile products from the Republic of
China has been determined by the Commit-
tee for the Implementation of Textile
Agreements to Involve foreign affairs func-
tions of the United States. Therefore, the
directions to the Commissioner of Customs,
being necessary to the Implementation of
such action, fall within the foreign affairs
exception to the rulemaking provisions of 5

'The term "adjustment" refers to those
provisions of the Bilateral Cotton. Wool and
Man-Made Fiber Textile Agreement-of June
8, 1978, between the Governments of the
United States and the Republic of China
which provide, in part. that: (I) within the
aggregate and group limits, specific ceilings
may be exceeded by designated percentages
(2) these same levels may be increased for
carryforward up to 7.15 percent of the appU-
cable Category limit; and (3) administrative
arrangements or adjustments may be made
to resolve minor problems arising In the Im-
plementation of the agreement.

U.S.C. 553. This letter will be published in
the FtnERAI. RE=nsTER

Sincerely.
ROM=a E. SHSEED

Chairman, Committee for tlze Imple-
mentation of Textile Agreement%
and Deputy Assistant Secretary for
Domestic Business DerelopmenL

[FR Doe. 78-35628 Filed 12-21-78; .8:45 am]

[3510-25-M]
ADJUSTING IMPORT RESTRAINT LEVEL FOR.

CERTAIN WOOL TEXTILE PRODUCTS FROM
THE SOCIALIST REPUBUC OF ROMANIA

AGENCY: Committee for the Imple-
mentation of Textile Agreements.

ACTION: Granting an increase for
carryforward in Category 443 (men's
and boys' wool suits) during the agree-
ment year which- began on January 1,
1978.

(A detailed description of the catego-
ries in terms of T.S.U.S.A. numbers
was published in the FEDERAL RErsER
on January 4, 1978 (43 FR 884), as
amended on January 25, 1978 (43 FR
342), March 3, 1978 (43 FR 8828), June
22, 1978 (43 FR 26773) and September
5, 1978 (43 FR 39408)).

SUMMARY: Paragraph 6(a)(ii) of the
Bilateral Wool and Man-Made Fiber
Textile Agreement of June 17, 1977, as
amended, between the governments of
the United States and the Socialist
Republic of Romanla provides for the
borrowing of yardage from the suc-
ceeding year's levels, such amounts to
be deducted from the affected catego-
ry limits in the succeeding year. Pur-
suant to the foregoing paragraph of
the bilateral agreement, the import re-
straint level established for Category
443 Is being increased to 7,754 dozen
for the twelve-month period which
began on January 1, 1978 and extends
through December 31, 1978, at the re-
quest of the Goverment of the Social-
st Republic of Romania

EFFECTIVE DATE: December 18,
1978.
FOR FURTHER INFORMATION
CONTACT:

Shirley Hargrove, Trade and Indus-
try Assistant, Office of Textiles, U.S.
Department of Commerce, Washing-
ton, D.C. 20230 (202-377-5423).

SUPPLEMENTARY INFORMATION:
On May 24, 1978, there was published
In the FEDERAL REGIsTER (43 FR 22232)
a letter dated May 19, 1978 from the
Chairman of the Committee for the
Implementation of Textile Agree-

'ments to the Commissioner of Cus-
toms, establishing import restraint
levels for certain wool and man-made
fiber textile products, produced or
manufactured in the Socialist Repub-
lic of Romania, under the new textile
category system, for the agreement
year which began on January 1, 1978.
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In the letter published below, the [6820-33-M]
Chairman of the Committee for the
Implementation of Textile Agree- COMMITTEE FOR PURCHASE FROM
ments directs the Commissioner of THE BLIND. AND OTHER SEVERELY
Customs to increase the p reviously es- HANDICAPPED.
tablished level of restraint for Catego-
ry 443 to 7,754 dozen. IMPROVING GOVERNMENT REGULATIONS

Response to Executive Order No..12044ROBEW EE_ SHEPERD,

Chairman, Committee for the. AGENCY: Committee for Purchase
Implementation of Textie 'from the Blind and Other Severely
Agreements, and Deputy As-- Handicapped.
sistant Secretary for Domestic ACTION: Final Notice.
Business Development S The Committee, pub-

CoMMIrrE FOR THE IMPLEMENTATION OF- lished on Friday, June 23, 1978 (43 FR
TEXTL AGREEMENTS 27229) its proposed procedures to im-

plement Executive Order No. 12044,
COMMSSIONMOF CUsTOMS. "Improving Government Regulations"
Department of the Treasury, (43 FR 12661, Marclf 24, 1978). There
Washington, D.C. 20229. - were no substantive comments re-

ceived as the result of that notice.DmaR Ma. Comerssionxm Under the terms
of the Arrangement Regarding Internation- EFFECTIVE DATE: December 22,
al Trade. in Textiles'done at-Geneva on De- 1978.
cember 20, 1973, as extended on December ADDRESS: Committee for Purchase
15, 1977; pursuant to the Bilateral Wool and from the Blind and Other Severely'
Man-Made Fiber Textile Agreement of June Handicapped, 2009 14th Street North,
17, 1977, as amended, between the-Govern-
ments of theUnited States and the Socialist Suite 610, Arlington, Virginia 22201.
Republic of Romania; and In accordance FOR- FURE R'' INFORMATION
with the provisions of Executive Order \CONTACT:
11651 of March 3, 1972, as amended by Ex-
ecutive Order 11951 of January 6, 1977, you C. W. Fletcher (703) 557-1145.
are directed to-increase, effective on Decem- The Committee for Purchase from
ber 18, 1978,. the twelve-month level of re- 'the Blind and Other Severely Handi-
straint established in the directive of May capped (hereafter "the Committee")
19, 1978 for Category 443 to the following- adonts the followin ° nrocedure. for

Amended 12-
Month Level of

Category Restraint'

443 ........... 7.754 dos.

'The amended level of restraint has n6t been ad-
Justed to account for any entries after December
31,1977.

The actions taken with respect to the
Government of the Socliist Republic of.
Romania and with respect to Imports. of
man-made fiber textile products from Ro-
mania have been determined by the Com-
mittee for the Implementation of Textile
Agreements to Involve foreign affairs func-
tions of the United States. Therefore, -the
directions to the Commissioner of Customs,
being necessary' to the implementatiqn of
such actions, fall within the foreign affairs
exception to the rule-making provisions of 5
U.S.C. 553. This letter will be published in
the FEDERAL REGISTER.

Sincerely,

ROBERT E. Snzs'nxa,
Chairman, Committee for the Imple-

mentation of Textile Agreements,
and Deputy Assistant Secretary for
Domestic Business Development.

tFR Doc. 78-35629 Filed 12-21-78; 8:45 am]

- processing proposed regulations:
(a) .Continue the involvement of the

Executive Director in the preparation,
and processing of new or revised regu-
lations;'

(b) Continue the-practice of obtain-
ing approval by -the Committee mem-
bers of new or revised regulations;

(c) Insure that regulations are writ-
ten-in nontechnical language and un-
derstandable by those individuals di-
rectly concerned as well as the public;

(d) Continue to send advance copies
of proposed regulations to ihterested
parties; namely, the Federal agencies
directly concerned and central non-
profit agencies and to incorporate ap-
propriate comments resulting from
their review;, and

(e) Allow the public at least 60 days
,to comment on its proposed regula-
tions.

The Committee has no regulations
which are significant under the crite-
ria of section 2(e) of the Executive
Order. There, are no subject areas
within the present jurisdiction', of the
Committee in which significant regu-
lations under those criteria would be
necessary.

The Committee has no regulations
nor contemplates any regulations with
major economic consequences within
the meaning of section 3 of the Execu-
tive Order.'

The Committee will apply the fol-
lowing criteria for selecting portions of
its existing regulations to be reviewed:(a) The continued need for the par-
ticular part of the regulations;

(b) The need to simplify and clarify
the requirements, and

(c) The type and number of com-
plaints orsuggestions received.

C. W. FPiclCmn,
Executive Director.

(FR Doe. 78-35578 Filed 12-21-78; 8:45 am]

[6820-33-M]

PROCUREMENT LIST 1979

Proposed Addition

AGENCY: Committee for Purchase
from the Blind and Other Severely
Handicapped.

ACTION: Proposed Addition to Pro-
curement List.

SUMMARY: The Committee has re-
ceived a proposal to add to Procure-
ment List 1979 a commodity to be pro-
duced by workshops for the blind and
other severely handicapped.

COMMENTS MUST BE RECEIVED
ON OR BEFORE: January 24, 1979.

ADDRESS: Committee for Purchase
from the Blind and Other Severely
Handicapped, 2009 14th Street North,
Suite 610, Arlington, Virginia 22201,

FOR FURTHER INFORMATION
CONTACT: I

C. W. Fletcher (703) 557-1145.

SUPPLEMENTARY INFORMATION:
This notice is published pursuant to 41
U.S.C. 47(a)(2), 85 Stat. 77.

If the Committee approves the pro-
posed addition, all entities of the Fed-
eral Government will be required tO
procure tle commodity listed below
from workshops for the blind or other
severely handicapped.

It Is proposed to add the following
commodity to Procurement List 1979,
November 15, 1978 (43 FR 53151):

CLASS 8445

Scarf. Neckwear, White-8445-00-540-5303.

C. W. FLMCuz,
Executive Director.

[FR Doc. 78-35582 Filed 12-21-78:8:45 am]
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[3910-01-M]

DEPARTMENT OF DEFENSE

Department of the Air Force

USAF SCIENTIFIC ADVISORY BOARD

Meeting

DECEMBER 18,1978.
The USAF Scientific Advisory Board

Logistics Cross-Matrix Panel will hold
meetings at Seymour Johnson Aix
Force Base, North Carolina on Janu-
ary 11 and 12, 1979. The meeting will
convene at 8:00 a-m.. and adjourn at
5:00 pan. on January 11 and from 8:00
a-m. to 2:30 pan. on January 12, 1979.

The Panel will receive classified
briefings on the mission and functions
of the two Wings' logistical support
operations. The meetings will be
closed to the public in accordance with
Section 552b(c) of Title 5, United
States Code, specifically subparagraph
(1) thereof.

For further information contact the
Scientific Advisory Board Secretariat
at (202) 697-4811.

CAROL IL ROSE,
Air Force Federal Register

Liaison Officer.
[FR. Doe. 78-35630 Filed 12-21-78; 8:45 am]

[3710-08M]

Department of the Army

PRIVACY ACT OF 1974

Deletions and Addition of Record Systems

AGENCY: Department-of the Army.

ACTION: Notice of Two deletions and
one proposed new system of records
notice under the Privacy Act.

SUMMARY: The Department of the
Army proposes a new-system of rec-
ords identifies as A0402.01aDAJA enti-
tled: "General Legal -Files". The
record system notice is published in Its
entirety below. This makes obsolete
two system notices also identifies
below.

DATES: The new system shall become
effective as proposed without further
notice on January 21, 1979, unless
comments are received on or before
January 21, 1979, which would result
in a contrary determination requiring
republication for further comments.

ADDRESS: Send comments to the
system manager identified in the
record system notice. I

FOR FURTHER INFORMATION
CONTACT.

Mr. Guy B. Oldaker, Administrative
Management directorate, The Adju-
tant General Center, Department of
the Army, room GA-084, Forrestal

NOTICES

Building, 1000' Independence
Avenue, S.W., ,Washington, D.C.
20314, telephone 202-693-0973.

SUPPLEMENTARY INFORMATION:
The Department of the Army systems
of records notices, as prescribed by the
Privacy Act have been published In
the FDERAL xREGsTER as follows:

FR Doe. 77-28255 (42 FR 50396) September
28, 1977

FR Doe. 78-23953 (43 FR 38070) August 25,
1978

F IR Doe 78-25562 (43 FR 40272) September
11,1978

* FR Doe. 78-26732 (43 FR 42026) September
) 19. 1978

FR Doe. 78-25819 (43 FR 42374) September
20, 1978

FR Doe. 78-26699 (43 FR 43059) September
22, 1978

FR Doe. 78-26996 (43 FR 43539) September
- 26. 1978
* FR Doe. 78-29130 (43 FR 47604) October 16,
* 1978
* FR Doc. 78-29211 (43 FR 48894) October 19.

1978
FR Doe. 78-29982 (43 FR 49557) October 24.

1978
FR Doe. 78-31795 (43 FR 52512) November

13, 1978
FR Doe. 78-34539 (43 FR 58111) December

12, 1978
Advance notice of the proposed new

system of records was submitted by
the Department of the Army on No-
vember 9, 1978 pursuant to the provi-
sions of the Privacy Act of 1974 (5
U.S.C. 552a(o)).

MAuRrcE W. RocHns
Director, Correspondence and

Directives, Washington Head-
quarters Services, Department
of Defense

DEcErt 18, 1978.
DELIONS

A0402.01aDAJA
System name: Legal Opinion Prece-

dent Files (42 FR 50463) September
28, 1977

Reason: This system is covered by
the new system notice published
below.

A0411.01DAJA
System name: Reliet Legislative Files

(42 FR 50474) September 28, 1977.
Reason: This system is covered by

the new system notice published
below.

AvDrTiON

A0402.01aDAJA

.System name:
402.01 General Legal Files.

System location:
Office of The Judge Advocate Gen-

eral, Pentagon, Washington, D.C.
20310; Offices of Staff Judge Advo-
cates, Judge Advocates, and Legal

59869

Counsels of subordinate commands,
installations, and organizations.

Categories of individuals covered by the
system:

Individuals who have been the sub-
Ject of matters (civil or criminal) re-
ferred to the Office of the Judge Ad-
vocate General or to legal offices of
subordinate commands, installations,
and organizations for legal opinion,.
legal review, or other action. Some ex-
amples of matters frequently referred
for legal opinion, legal review, or other
action are: Elimination and separation
proceedings; questions pertaining to
entitlement to pay, allowances, or
other benefits;, flying evaluation
boards, line of duty investigations, re-
ports of survey, and other boards of
investigating officers; unfavorable in-
formation (DASEB) cases;'efficiency
report (DASRB) appeals; petitions to
the Army Board for the correction of
Military Records; matters pertaining
to on-post solicitation, revocation of
privileges, and bars to entry on mili-
tary instalations; matters pertaining
to appointments, promotions, enlist-
ments, and discharges; matters per-
taining to prohibited activities and
conflicts of interest for Army person-
nel employees; Article 138, UCM.T com-
plaints (10 U.S.C. 938); private relief
legislation; military Justice matters in-
cluding requests for delivery of service
members for trial by civilian authori-
ties, appeals from nonjudicial punish-
ment imposed under Article 15 UCMJ
(10 U.S.C. 815), appeals under Article
69, UCMJ 869), Secretarial review of
officer dismissal cases, petitions for
clemency, requests for pardons, and
requests for grants of immnity for ci- .
vilan witnesses; matters pertaining to
civilian employees and employees of
nonappropriated fund instrumental-
Ities including employment, pay,
allowances, benefits, separations, disci-
pline and adverse actions, grievances,
equal opportunity complaints, awards,
and claims processed by other agen-
cies; and correspondence addressed to
the Office of The Judge Advocates
General (or subordinate legal offices),
or addressed to the President, mem-
bers of Congress, Department of De-
fense, or Department of the Army
which is referred to the Office of The
Judge Advocate General or other legal
office for response.

Categories of records in the system:
Inquiries with substantiating docu-

ments, personnel actions, Investiga-
tions, petitions, complaints; or other
matters to be reviewed or acted upon;
legal memoranda and legal opinions,
and correspondence and responses
thereto. Legal opinion files which are
not Indexed by individual name or per-
sonal Identifier are frequently com-
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mingled with subject files, but are not pendent ID card, driver's license, or
a part of this system of records. other reasonable means.

Authority for maintenance of the system:
Title 10 U.S.C., Sections 3037 and

3072.

Routine uses of records maintained in the
system, including categories of users and
the purposes of such uses:

Department of Justice for grants of
immunity and requests for pardons.

Policies and 'practices for storing, retriev-
ing, accessing, retaining, and disposing of
records in the system:

Storage:
Paper records in fle folders.

Retrievability:
Alphab etically by last name.

Safeguards:
Maintained in locked file cabinets

and/or in locked offices, in buildings
employing security guards and/or lo-
cated on military 'installations with
military police patrols and protection.

Retention:
Permanent due to legal precedence

value at Army staff and headquarters
of major commands. In other offices,

* some types of records not having legal
precedence value are retained for
lesser periods (as little as, two years)
and destroyed.'-

System manager(s) and-address:
The Judge Advocate General, Head-

quarters, Department of the Army
"(DAJA), Washington, D.C. 20310. For
records maintained in legal offices of
subordinate commands, installations,
or organizations, the Staff Judge Ad-
vocate, Judge Advocate, or Chief Legal
Counsel, as appropriate. Official mail-
ing addresses are in the DOD directo-
ry in the Appendix.

Notification.procedure:
Information may be obtained by

writing or visiting the office of the ap-
propriate SYSMANAGER. Written re-
quests for notification should contain
the full name, address and telephone
number of the requester, and any
other personal data which would assist
in identifying records pertaining to
the requester such as current or
former military status, date of birth,
SSN or service number, and if applica-
ble, the date, place, and type of inci-
dent which the requester believes may
have been referred for legal review.

Record access procedures:
Access to records may.be obtained in

the same manner as notification,
except that requests for access in
person will require verification of iden-
tity by military, civil service or de-

Contesting record procedures:
The Army's rules for access to rec-

ords and for contesting contents and
appealing initial determinations are
contained in AR 340-21 and 32 CFR
Part 505.

Record source categories:
Legal memoranda and opinions are

based on records submitted with the
inquiry from various Department of
the .Army staff agencies, commands,
installations, and organizations. When
responding to correspondence, the
files contain information supplied by
the individual, and in some cases, facts
gathered from various Department of
the Army records.

Systems exemjited from certain provisions
of the act:

Parts of this system may be exempt
under Title 5 U.S.C., Section
552a(k)(1), (2), (5), (6) or (7), as appli-
cable. For additional information, con-
tact the SYSMANAGER.
[FR Doc. 78-35523 Filed 12-21-78; 8:45 am]

[3810-70-M]
Office of the Secretary

DOD ADVISORY GROUP ON ELECTRON
DEVICES

Meeting'

Working Group D (Mainly Laser De-
vices) of the DODAdvisory Group on
Electron Devices (AGED) will meet In
closed session at the Institute for De-
fense Analyses, 400 Army Navy Drive,
Arlington, Va. on January 18-19, 1979.

The purpose of the Advisory Group
is to provide the Under Secretary of
Defense for Research'and Engineer-
ing, the Director, Defense Advanced
Research Projects Agency and the
Military Departments with technical
advice on the conduct of economical
and effective research and develop-
ment programs in the area of electron
devices.

The meeting will be limited to
review of research and development
programs which the Military Depart-
ments propose to initiate with indus-
try, universities or in their laborato-
ries. The laser-area includes programs
on developments and research related
to low energy lasers for such applica-
tions as battlefield surveillance, target
designation, ranging, communications,
weapon guidance and fdata transmis-
sion. The review will include details of
classified defense' programs through-
out.

In accordance with Section 10(d) of
Appendix 1, Title 5, United States
Code, it has been determined that this

Advisory Group meeting concerns
matters listed in Section 552b(c) of
Title 5 -of the United States Code, Spe-
cifically, Subparagraph (1) thereof,
afid that accordingly this meeting will
be closed to the public.

Dated: December 19, 1978.

MAURIcE W. RociE,
Director, Correspondence and

Directives, Washington head-
quarters Service, Department

. of Defense.
[FR Doc. 78-35584 Filed 12-21-78; 8:45 am]

[3810-70-M]
DOD ADVISORY GROUP ON ELECTRON

DEVICES

Meeting

Working Group A (Mainly Micro-
wave Devices) of the DoD Advisbry
Group on Electron Devices (AGED)
will meet in closed session at 201
Varick Street, New York, N.Y. 10014,
on January 18, 1979.

The purpose of the Advisory Group
is to provide the Under Secretary of
Defense for Research and Engineer-
ink, the Director, Defense Advanced
Research Projects Agency and the
Military Departments with technical
advice on the conduct of economical
and effective research and develop-
ment programs In the area of electron
devices.

The Working Group A meeting will
be limited to review of research and
development programs which the Mill-
tary Departments propose to initiate
with industry, universities or in their
laboratories. The microwave area In.
cludes programs on developments and
research related to microwave tubes,
solid state microwave, electronic war-
fare devices, millimeter wave devices,
and passive devices, the review will In-
clude details of classified defense pro-
grams throughout. In accordance with
Section 10(d) of Appendix 1, Title 5,
United States Code, it has been deter-
mined that this meeting of the Adviso-
ry Group on Electron Devices' con-,
cerns matters listed in Section 552b(c)
of Title 5 of the United States Code,
specifically Subparagraph (1) thereof,
and that accordingly this meeting will
be closed to the public.

Dated: December 19, 1978.
MAURICE W. RoCHE,

Director, Correspondence and
Directives, Washington Head-
quarters Service, Department
of Defense.

[FR Doc. 78-35584 Filed 12-21-78: 8:45 am]
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[3810-70-M]
DOD ADVISORY GROUP ON ELECTRON

DEVICES

Meeting

Working Group B (Mainly Low
Power Devices) of the DoD Advisory
Group on Electron Devices (AGED)
will meet in closed session at the Naval
Air Systems Command, 1421 Jefferson
Davis Highway, 'Arlington, Virginia
22202, on 21-22 February 1979.

The purpose of the Advisory Group
is to _provide the Under Secretary of
Defense for Research ahd Engineer-
ing, the Director, Defense Advanced
Research Projects Agency and the
Military Departments with tactical
advice on the conduct of economical
and effective research and develop-
ment programs in the area of electron
devices.

The Working Group B meeting will
be limited to review of research and
development programs which the Mili-
tary Departments propose to initiate
with industry, universities or in their
laboratories. The low power device
area includes such programs as inte-
grated. circuits, charge coupled devices
and memories. The review will include
classified program details throughout.

In accordance with Section 10(d) of
Appendix 1, Title 5, United States
Code, it has been determined that this
Advisory Group meeting concerns
matters listed in Section 552b(c) of
Title 5 of the United States Code, spe-
cifically Subparagraph (1) thereof,
and that accordingly this meeting will
be closed to the public.

Dated: December19,1978.

MAuRiE W. RocmE,
Director, Washington, Head-

quarters Service, Correspond-
ence and Directives, Depart-
ment of Defense.

EFR Doe. 78-35586 Filed 12-21-78; 8:45 am]

[4310-10-M]

ENDANGERED SPECIES COMMITTEE

CONSIDERATION OF AN EXEMPTION FOR THE
GRAYROCKS DAM AND RESERVOIR PROJECT

Hearing

AGINCY: Endangered Species Com-
mittee.

ACTION: Notice of Public Hearing.

SUMMARY: Public Hearings will be
held on the question of whether the
Grayrocks Dam and Reservoir Project
on the Laramie River In Wyoming
should be granted an exemption from
the requirements of section 7(a) of the

NOTICES

Endangered Species Act of 1973, as
dmended.
DATES: Hearings: January 8, 1979,
9:00 A.M. Close of Record: January 10,
1979.
FOR FURTHER INFORMATION
CONTACT

Raphaelle Semmes, Room 4160 In-
terior Building, 18th & C Streets
NW., Washington, D.C. 20240, Phone
202-343-5978.

SUPPLEMENTARY INFORMATION:
The Endangered Species Act Amend-
ments of 1978 (Amendments) create
the Endangered Species Committee.
The Committee Is charged with the re-
sponsibility of determining whether
an exemption should be granted for a
particular Federal activity from the
requirement of section 7(a) of the En-
dangered Species Act of 1973, as
amended (the Act), that Federal
agency actions not Jeopardize the con-
tinued existence of endangered or
threatened species or adversely modify
their critical habitat.

The Director of the United States
Fish and Wildlife Service has conclud-
ed that the Grayrocks Dam and Reser-
voir Project Is likely to Jeopardize the
continued existence of the endangered
whooping crane- (Grus americana) and
Is likely to adversely modify its critical
habitat. The Amendments direct the
Endangered Species Committee to give
prompt consideration to an exemption
for the Grayrocks Project.

An exemption from the requirement
of section 7(a) of the Act may be
granted for the Grayrocks Project if:
(1) There are no reasonable and pru-
dent alternatives; and (2) the benefits
of project clearly outweigh the bene-
fits of alternative courses of action
consistent with conserving the species
or its critical habitat, and the Project
is in the public interest. If an exemp-
tion Is granted the Committee is di-
rected to require such reasonable mitl-
gation and enhancement measures as
are necessary and appropriate to mini-
mize the adverse effects of the Proj-
ect.

(2) whether or not the Project Is in
the public interest; and

(3) appropriate reasonable mitiga-
tion and enhancement measures
which should be considered by the
Committee.

Any interested person who desires to
present oral comments at the hearings
may schedule an oral presentation in
advance of the hearings by contacting
by telephone either Administrative
Law Judge Keith L. Burrows in Bill-
ings, Montana at 406-657-6615 or Ad-
ministrative Law Judge Joseph E.
McGuire in Washington, D.C. at 202-
557-9200. In addition, an opportunity
to schedule an oral presentation will
be provided at the hearings them-
selves.

59871

Interested parties are encouraged to
submit written comments and state-
ments which will also be considered,
and may be submitted directly to Sec-
retary of the Interior Cecil D. Andrus;
Chairman, Endangered Species Com-
mittee; Room 4160, Interior Building;
18th and C Streets NW., Washington,
D.C. 20240. Written comments may be
supplemented by oral comments sub-
mitted at the hearing. All written com-
ments and statements must be re-
ceived by January 10, 1978. All written
comments will be available for public
inspection at Room 4153, Interior
Building.

Dated: DnEcE]r 20, 1978.

CECIL D. ADRus,
Secretary of the Interior, Chairman,

Endangered Species Committee
[FR Doc. 78-35'733 Filed 12-21-78; 8:45 am]

[4310-10-M]

CONSIDERATION OF AN EXEMPTION FOR THE
TELUCO DAM AND RESERVOIR PROJECT

Hearing

AGENCY: Endangered Species Com-
mittee.

ACTION: Notice of Public Hearing.
SUMMARY: Public hearings will be'
held on the question. of whether the
Tellico Dam and Reservoir Project on
the Little Tennessee River in the
State of Tennessee should be granted
an exemption from the requirements
of section 7(a) of the Endangered Spe-
cies Act of 1973, as amended.
Dates. Hearings. January 8, 1979, 9:00
am. Close of Record: January 10,
1979.
FOR FURTHER INFORMATION
CONTACT.

Raphaelle Semmes, Room 4160, In-
terior Building, 18th and C Streets,
NW., Washington, D.C. 20240 phone:
202-343-5978.

Supplementary Information: The En-
dangered Species Act Amendments of
1978 (Amendments) create the Endan-
gered Species Committee. The Com-
mittee Is charged with the responsibil-
ity of determining whether an exemp-
tion should be granted for a particular
Federal activity from the-requirement
of section 7(a) of the Endangered Spe-
cies Act of 1973, as amended (the Act),
that Federal agency actions not Jeop-
ardize the continued existence of en-
dangered or threatened species or ad-
versely modify their critical habitat.

The Director of the United States
Fish and Wildlife Service has conclud-
ed that the Tellico Dam and Reservoir
Project will cause the extinction of
the endangered snail darter (Percina,
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tanasi) and will destroy its critical
habitat. The Amendments direct the
Endangered Species Committee to give
prompt consideration. to an exemption
for the Tellico Project.

An exemption from the requirement
of -section 7(a) of the Act may be
granted for the Tellico Project if: (1)
There are no reasonable and prudent-
alternatives; and .(2) the benefits of
project clearly outweigh the benefits
of alternative courses of action con-
sistent with consei-ving the species or
its critical habitat, and the Project is
in the public interest. If an exemption
is granted the Committee is directed
to iequire such reasonable mitigation
and enhancement measures as are nec-
essary and appropriate to minimize
the adverse effects of the Project.

Public hearings will be held for the
purpose of receiving information and
comment relevant to the Committee's
determinations. The hearings will be
held on January 8, 1979 in Washing-
ton, D.C. The hearings will be held at.
1:00 p.m. at the Department of the In-
terior Auditorium, 18th' and C Streets,
N.W., and in Knoxville, Tennessee at
9:00 a.m. at the University of Tennes-
see College of Law, Moot Courtroom,
1505 West Cumberland Avenue..

Information and comment is solicit-
ed on: (1) the availability of reason-
able and prudent alternatives to the
Tellico Project, and the nature and
extent of the benefits of the Project
and of alternative courses' of action
which are consistent- with conserving
the snail darter and its critical habitat;
(2) whether or not the Project is in
the public interest; and (3) reasonable
mitigation and enhancement measures
which should be considered by the
Committee.

" Any interested personwho desires to
present oral comments at the hearings
may schedule an oral presentation in
advance of the hearings by contacting
by telephone either Administrative
Law Judge David Torbett in Knox-
ville, Tennessee at 615-637-8060; or
Administrative Law Judge Joseph E.
McGuire in Wa~hington, D.C., at 202-
557-9200. In' addition, an opportunity
to schedule an oral presentation will
be provided at the hearings them-
selves.

Interested parties are encouraged to
submit written comments and state-
ments which will also ,be considered,
and may be submitted directly to 'Sec-
retary of the Interior Cecil D. Andrus,
Chairman, Endangered Species Com-
mittee, Room 4160, Interior Building,

I 18th and C Streets, NW., Washington,
'D.C. 20240. Written'comments may be
supplemented by oral comments sub-
mitted at the hearing. All written com-
ments and statements must be re-
ceived by January 10, 1979. All written
comments will be available for public
inspection at Room 4153, Interior
Building, 18th and C Streets, N.W.,
Washington, D.C.

Dated: December 20, 1978.
CECIL D. ANDRuS,

Secretary of the Interior, Chair-
man, Endangered Species
Committee.

[FR Doc. 78-35734 Filed 12-21-78; 8:45 am]

[6450-01-M]

DEPARTMENT OF ENERGY

Economic Regulatory Administrption

CANADIAN CRUDE OIL ALLOCATION
-PROGRAM

Supplemental Allocation Notice for the October
I Through December 31, 1978, Allocation
Period

In accordance with § 214.32(c) of the
Mandatory Canadian Crude Oil Allo-
cation Regulation, 10 CFR Part 214,

"the Economic Regulatory Administra-
tion (ERA) of the Department of

'Energy (DOE) hereby issues a supple-
mental allocation notice to reflect a
modification In the export level of Ca-
nadian light crude oil for the fourth
quarter of 1978. 'The modification-of
the export level of light crude oil Is
due to the unavailability of Canadian

'condensate through Sarnia, Ontario.
The revised issuance of Canadian

crude oil rights for the October 1,
1978, through December 31, 1978, allo-
-cation period to refiners and, other
firms. is set forth in, the Appendix. to
this, notice. As to -- this allocation
period, the Appendix lists: (1) The
name of each refiner and other firm to
which rights have been issued; (2) the
base period volume -1 of Canadian
crude oil for each refiner's first or
second priority refinery; (3) the base

tperiod volume of Canadian light and
heavy crude oil, respectively, for each
refiner's first or second priority refin-
ery; (4) the nominations to ERA for
Canadian light and heavy crude oil, re-

'Base period volume for the purposes of
this notice means average number of barrels
of Canadian crude oil included in a refln-
ery's crude oil runs to stills or consumed or
otherwise utilized by a facility other-tha/ a
refinery during the base period (November
1, 1974, through October 31, 1975) on a bar-
relsper day basis.-

spectively, of each refiner or other
firm; (5) the number of rights for Ca-
nadian light and heavy crude oil, re-
spectively, expressed in barrels per
day, issued to each such refiner or
other firm; and (6) the specific first or
second priority refineries for which
rights are applicable.

The total volume of Canadian light
crude ol authorized for export to the
United States, and therefore subject
to allocation under Part 214, for the
three month allocation period com-
mencing October 1, 1978, will remain
at 'the average level of 55,000 barrels
per day (B/D). The export level for
Canadian heavy crude oil will remain
at an average of 125,315 B/D. These
volumes were specified in the Alloca-
tion Notice for the current allocation
period issued on September 13, 1978,
(43 PR 42028, September 19, 1978).

The Canadian National Energy
Board (NEB) has advised ERA that
the 1,500 B/D of condensate previous-
ly available through Sarnia and allo-
cated to Consumers Power Company
at Marysville, Michigan, is not availa-
ble in the fourth quarter of 1978. In
order to bring the average light crude
oil export volume to 55,000 B/D for
this allocation period, the NEB has au-
thorized the export of an additional
1,500 B/D of light crude oil for the
fourth quarter to replace the Sarnia
condensate volume. Therefore, the al-
locations of light crude oil to refiner-
ies receiving a fourth quarter alloca-
tion will be increased and the alloca-
tion of condensate to Consumers
Power Company at Marysville, Michi-
gan, will be eliminated. The existing
operational constraint of 50 B/D of
light crude oil through the Union Oil
pipeline from the Reagan field in
Canada to the Thunderbird refinery
(second priority) at Cut Bank, Mon-
tana, continues in effect.

This notice is issued pursuant to
Subpart G of ERA's regulations gov-
erning Its administrative procedures
and, sanctions, 10 CFR Part 205. Any
person aggrieved hereby may file an
appeal with the Office of Hearings
and Appeals in accordance with Sub-
part H of 10 CFR Part 205. Any such
appeal shall be filed on or before Jan-
uary 22, 1979.

Issued in Washington, D.C., on De-
cember 18, 1978.

DoRis DEWTON,
Acting Assistant Administrator,

Fuels Regulation, Economic
Regulatory Administration.

[FR Doc. 78-35543 Filed 12-21-78:8:45 am]
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[6450-01-M]

CANADIAN CRUDE OIL ALLOCATION
PROGRAM

Allocation Notice for the January I Through
March 31, 1979, Allocation Period

In accordance with the provisions of
the Mandatory Canadian Crude Oil
Allocation Regulations, 10 CFR Part
214, the Economic Regulatory Admin-
istration (ERA) of the Department of
Energy (DOE) hereby publishes the
allocation notice specified in § 214.32
for the allocation period commencing
January 1, 1979.

The issuance of Canadian crude oil
rights for the January 1, 1979, alloca-
tion period to refiners and other firms
is set forth in the Appendix to this
notice. As to this allocation period, the
Appendix lists: (1) The name of each
refiner and other firm to which rights
have been issued; (2) the base period
volumeI of Canadian crude oil for
each first or second priority refinery;

.(3) the base period volume of Canadi-
an light and heavy crude oil, respec-
tively, for each first or second priority
refinery, (4) the nominations to ERA
for Canadian light and heavy crude
oil, respectively, of each refiner or
other firm; (5) the number of rights
for Canadian light and heavy crude
oil, respectively, expressed in barrels
per day, issued to each such refiner or
other firm; and (6) the specific first or
second priority refineries for which
rights are applicable.

The issuance of Canadian crude oil
rights is made pursuant to § 214.31,
which provides. that rights may be
issued to refiners or other firms that
own or control a first or second prior-
ity refinery based on the number of
barrels of Canadian light and heavy
crude oil, respectively, included in the
refinery's volume of crude oil runs to
stills or consumed or otherwise uti-
lized by a facility other than a refin-
ery during the base period, November
1, 1974, through October 31, 1975.
These calculations have been made
and are shown on a barrels per day
basis.

The listing contained in the Appen-
dix also reflects any adjustments made
by ERA to base period volumes to
comfpensate for reductions in volumes
due to unusual or nonrecurring oper-
ating conditions or to reflect current
operating conditions as provided by
§ 214.31(d).

Based on its review of the affidavits,
supplemental affidavits and reports

'Base period volume for the purposes of
this notice means average number of barrels
of Canadian crude oil included in a refin-
ery's crude oil runs to stills or consumed or
otherwise utilized by a facility other than a
refinery during the base period (November
1, 1974, through October 31, 1975) on a bar-
rels per day basis.

filed pursuant to Subpart D of Part
214, and other information available
to the agency, ERA has designated
each refinery or other facility listed In
the Appendix as a first or second pri-
ority refinery as defined In § 214.21. If
a refinery or other facility has not
been designated as a priority refinery
by ERA, such refinery or other facility
is not entitled to process or otherwise
consume Canadian crude oil subject to
allocation under the program.

As provided by § 214.31(e), in the al-
location period commencing January
1, 1979, each refinery or other firm
which has been Issued Canadian crude
oil rights for light and heavy crude oil,
respectively, is entitled to process, con-
sumejor otherwise utilize in the prior-
ity refinery or refineries specified in
the Appendix to this notice a number
of barrels of Canadian light and heavy
crude oil, respectively, subject to allo-
cation under Part 214, equal to the
number of rights specified in the Ap-
pendix.

The Canadian National Energy
Board (NEB) has advised ERA that
the total volumes of Canadian light
and heavy crude oil authorized for
export to the United States, and
therefore subject to allocation under
Part 214, for the three-month alloca-
tion period commencing 'January 1,
1979, will be as follows: The average
export level for Canadian light crude
oil will be 55,062 barrels per day (BD)
for January, February, and March.
The average export level for Canadian
heavy crude oil will be 154,480 BD for
January, 152,278 BID for February,
and 151,019 BID for March. For pur-
poses of determining allocations of Ca-
nadian heavy crude oil, It has been as-
sumed that the average export level
will be 152,603 B/D for the three
months. Any change In the export
levels for Canadian light crude oil, in-
cluding condensate, and Canadian
heavy crude oil anticipated for this al-
location period will be reflected In re-
vised allocations that will be Issued in
a supplemental allocation notice or no-
tices.

The NEB has formally advised ERA
of the following operational constraint
with respect to the export of Canadian
light crude oil for the allocation
period:

50 B/D of light crude oil through the
Union Oil pipeline from the Reagan field in
Canada to the Thunderbird refinery (second
priority) at Cut Bank. Montana.
ERA has given effect to this oper-
ational constraint In the allocations
set forth in the Appendix.
AuL0cATIoN OF CrraND w LIGHT CRUDE

OIL
The authorized export level for Ca-

nadian light crude oil for this alloca-
tion period is 55,062 BID. The adjust-
ed base period volumes of Canadian

59877

light crude oil for all first priority re-
fineries nominating for light crude oil
substantially exceeds the light crude
oil export level. Accordingly, with the
exception of allocations of light crude
oil required by the operational con-
straint, no allocations of light crude
oil are shown for second priority refin-
eries. The export level of light crude
oil, as adjusted to reflect the oper-
ational constraint, was allocated
among first priority refineries nomi-
nating for light crude oil on a pro rata
basis in the following manner. First.
an allocation factor of 0.402493 2 was
applied to each flit priority refinery's
adjusted base period volume of light
crude oil. Second, the resulting alloca-
tion for Consumers Power Company
was reduced to conform to their nomi-
nation for light crude oil for their
Marysville first priority facility. Third,
the allocation factor was recomputed
as 0.492009 3 to reflect this adjustment
and was reapplied to each first prior-
ity refinery's (excluding Consumers
Power's Marysville facility) adjusted
base period volume of light crude oil
to arrive at the final-allocations.

ALocATIoN OF CAaIAN HEAvY CRuDE
OIL

The authorized export level for Ca-
nadian heavy crude oil for January,
February, and March 1979, is an aver-
age of 152,603 BID. Allocations of
heavy crude oil were made as follows,
according to the six steps specified in§214.31(a)(3).

First, ,the first priority refineries for
which nominations had been submit-
ted were allocated heavy crude oil
equal to one-fourth of their total base
period volumes of Canadian heavy
crude oil. Second. the first priority re-
fineries for which nominations had
been submitted were allocated heavy
crude oil equal to one-fourth of their
total base period volumes less oil al-
ready allocated to them. The nomina-
tions of two of the refineries (Murphy-
Superior, Wis. and AshlandSi. Paul
Park, Minn.) were less than their re-
maining base period volumes and they
were therefore given allocations equal
to their nominations. Third, second
priority refineries with base period Ca-
nadlan heavy crude oil runs to stills
were allocated heavy crude oil equal to
one-fourth of their base period Cana-

2 O.402493=Adjusted export level for Ca-
nadian light crude oil (55,062 B/D less 50 B/
D to Thunderbird relnery=55,012 B/D), di-
vided by sum of adjusted base period vol-
umes of Canadian light crude oil for first
priority refineries nominating for Canadian
light crude oil (136.678 B/D).

3 OA92009=Adjusted export level for light
crude oil (55,012 B/D. less allocation to Con-
sumers Power Marysville facility (1.200 B/
D),=53,812 B/D), divided by sum of first
priority refineries! (excluding Consumers
Power) adjusted base period volumes of
light crude oil (109,372 B/D).

FEDERAL REGISTER, VOL 43, NO. 247-FRIDAY, DECEMBER 22, 1975
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dian heavy crude oil runs to stills.
Fourth, one first priority refiner sub-
mitted nominations for more Canadi-
an crude oil than its refinery proc-
essed during the base period (Koch-
Pine Bend, Minn.) and it was allocated
heavy crude oil equal to its nomina-
tion. Fifth, the remainder of the Cana-
dian heavy crude oil exports were allo-
cated to second priority refineries on a
pro-rata basis not to exceed one-fourth
of their total base period volumes of
Canadian crude oil less crude oil allo-
cated under the four preceding steps
and not to exceed their nominations.
This step went through several iter-
ations. Allocations under the sixth
step (allocations on a pro rata basis up
to but not to exceed nominations or
capacities of second priority refineries,
whichever are less) were not necessary
because there was not enough heavy
crude oil to cover the total Canadian
base period volumes for all refineries
for which nominations had been re-
ceived.

On or prior to the thirtieth day pre-
ceding each.allocation period, each re-
finer or other firm that owns or con-
trols a first priority refinery shall file
with ERA the supplemental affidavit
specified in § 214.41(b) to confirm the
continued validity of the statements
and representations contained in the
previously filed affidavit or affidavits,
upon which the designation for that
priority refinery is based. Each fefiner
or other firm'owningor controlling a
first or second priority' refinery shall

also file the periodic report specified
in § 214.41(d)(1) on or prior to the thir-
tieth day preceding each allocation
period, provided, however, that the in-
formation as to estimated nominations
specified in § 214.41(d)(1)(i) is not re-
quired to be reported.

Within 30 days following the close of
each three-month allocation period,
each refiner or other firm that owns
or controls a priority refinery shall file
the periodic report specified in
§ 214.41(d)(2) certifying the actual vol-
umes of Canadian crude oil and Cana-
,dian plant condensate included in the
crude oil runs to stills of or consumed
or otherwise utilized by each such pri-
ority refinery (specifying the portion'
thereof that was allocated under Part
214) for the allocation period.I This notice is issued pursuant to
Subpart G of ERA's regulations gov-
erning its administrative procedures
and sanctions, 10 CFR Part 205. Any
person aggrieved hereby may file an
appeal with DOE's Office of Hearings
and Appeals in accordance with Sub-
part H of 10 CFR Part 205. Any such
appeal shall be .filed on or before 30
days from the publication of this
Notice.

Issued in Washington, D.C. on De-
cember 18, 1978.

DoRis DEWTON,
Acting Assistant Administrator,

Fuels Regulation, Economic
Regulatory Administration.

[FR Doc. 78-35544 Filed 12-21-78; 8:45 am]
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NOTICES

[6450-01-M]

[Docket No. ERA-R-78-251

REQUIREMENT FOR STATE AND LOCAL AGEN-
CIES TO NOTIFY THE DEPARTMENT OF
ENERGY OF THEIR RATEMAKING AUTHORI-
TY OVER. GAS AND ELECTRIC UTILITIES
COVERED BY TITLES I AND III OF THE PUBLIC
UTILITY REGULATORY POLICIES ACT OF
1978 AND TITLE II OF THE NATIONAL
ENERGY CONSERVATION POLICY ACT OF
1978

AGENCY: Economic Regulatory Ad-
ministration (ERA), -Department of
Energy (DOE).

ACTION: Notice.

SUMMARY: Sections 102(c) and
301(d) of the Public Utility Regulatory
Policies Act (PURPA) (Pub. L. 95-617)
and section 211(b) of the National
Energy Conservation Policy Act
(NECPA) (Pub. L. 95-619) require the
Secretary of Energy to-publish lists,
before the beginning of each calendar
year, identifying each gas utility and
electric utility to which Titles I and
M of PURPA and Part 1 of Title II of
X TECPA, 'apply during such calendar
year. This Notice includes the list for
1979 and requires each State regula-
tory authority to notify the Secretary
of Energy of each gas and electric util-
ity on the list for which such State
regulatory authority has ratemaking
authority. This Notice also requests
public comment on the accuracy of
the list of gas utilities and electric util-
ities.

DATE: State regulatory authorities
must respond in writing on or before
January 29, 1979. Other written com-
ments on the accuracy of the lists
should also be received by January 29,
1979.

ADDRESS: State regulatory authori-
ties must send 15 copies of the re-
quired written response to: Depart-.
ment of Energy, Office of Public Hear-
ing Management, Room 2313, 2000 M.
Street, NW., Docket No. ERA-R-78-
25, Washington, D.C. 20461, Tele-
phone: (202) 254-5201.

Other persons or organizations wish-
ing to comment on the accuracy of the
lists should send 5 copies of written
comments to the address above.

Letters should include the writer's
name, address and telephone number.

FOR FURT'ER INFORMATION
CONTACT:

Jeffrey A. Serfass, Office of Utility
-Systems Economic Regulatory Ad-
ministration, Department of Energy,
2000 M Street, NW. (Vanguard 538),
Washington, D.C. 20461, Telephone:
(202) 254-9700.

NOTICE

,As required by the Public Utility
Regulatory Policies Act (PURPA), sec-
tions 102(c) and 301(d), and the Na-
tional Energy Conservation Policy Act
(NECPA), section 211(b), hereinafter
referred to as the "Act(s)", the U.S.
Department of Energy (DOE) Is pub-
lishirkg the following list of utilities
which sell natural gas and electricity
and will be covered by the Act(s) In
1979. As further required by the
Act(s), State regulatory authorities
are to notify the Secretary of Energy
as to their ratemaking authority over
listed utilities. One of the chief pur-
poses of this Notice is to Inform utili-
ties, other government agencies, and
interested persons as to which utilities
are covered by the two Act(s). The in-
clusion or exclusion of any utility does
not affect the legal obligations of such
utility or the responsible State regula-
tory authority under the Act(s).

The term "State regulatory authori-
ty" means any agency of the 50 States,
the District of Columbia or Puerto
Rico (or political subdivision thereof),
which has authority to fix, modify, or
approve rates for the sale of electric
energy or natural gas by any* utility
(other than by such State agency),
except that n the case of a utility for
which the Tennessee Valley Authority
(TVA) has ratemaking authority, the
term "State *regulatory authority"
means the TVA.

Title I of PURPA (Pub. L. 95-617)
deals with retail regulatory policies for
electric utilities. Section 102(c) re-
quires the Secretary of Energy to pub-
lish a list, before the beginning of
each calendar year, identifying each
electric utility to which Title I applies
during such calendar year. An electric
utility is defined as any person, State
agency or Federal agency, which sells
electric energy. An electric utility is
covered by Title I for any calendar
year if the electric utility had total
sales of electric energy for purposes
other than resale in excess of 500 mil-
lion kilowatt-hours during any calen-
dar year beginning after December 31,
1975, and before the immediately pre-
ceding calendar year. An electric util-
ity is covered in 1979-if It exceeded the
thr.eshold n 1976 or 1977.

Title III of PURPA deals with retail
policies for natural gas utilities. Sec-
tion 301(d) of Title MIr requires the
Secretary of Energy to publish a list,
before the beginning of each calendar
year, identifying each gas utility to
which Title III applies during such
calendar year. A gas utility is defined
as any person, State agency or Federal
agency, engaged in the local distribu-
tion and the sale of natural gas to any
ultimate consumer of natural gas. A
gas utility is covered by Title III for
any calendar year if the gas utility
had total sales of natural gas for pur-

poses other than resale in excess of 10
billion cubic feet during any calendar
yer beginning after December 31, 1975,
and before the immediately preceding
calendar year. A gas utility is covered
In 1979 if it exceeded the threshold in
1976 or 1977.

Title II, Part 1, of NECPA (Pub. L.
95-619) deals with residential conser-
vation programs. Section 211(b) also
contains a requirement to publish a
list of electric and gas utilities. The
NECPA requirements for coverage of
gas utilities and electric utilities are
different In three respects:

(1) The threshold for electric utili-
ties is 750 million kilowatt-hours for
purposes other then resale;

(2) A utility is covered for any calen-
dar year if it exceeded the threshold
during the second preceding calendar
year. A utility is covered in 1979 if it
exceeded the threshold in 1977; and

(3) Only utilitieswhich have some
residential sales are covered.

The following list covers both
PURPA and NECPA requirements,
with exceptions noted for listed utili-
ties not covered byNECPA. The list is
alphabetical, but subdivided into elec-
tric utilities and 'gas utilities and fur-
ther subdivided by type of ownership:
privately-owned, publicly-owned, and
rural cooperative.

All electric utilities, except those
marked (*), are covered by both the
regulatory policy provisions of
PURPA Title I and the residential
conservation provisions of NECPA. All
gas utilities, except those marked (*),
are covered by both the regulatory
policy provisions of PURPA Title II,
and the residential conservation provi-
sions of NECPA. Those electric utli-
ties marked (8) are not covered by
NECPA.

No later than January 29, 1979, each
State regulatory authority must notify
the Departmerit of Energy of each
utility on the list over which it has
ratemaking authority. Such notifica-
tion must Include appropriate legal ci-
tations, and for any listed utility
known to be subject to other rate-
making authorities within the State
for other portions of its service area, a
precise description of the portion to
which such notification applies. In the
event that more than one agency
claims ratemaking authority over the
same service area of any listed utility,
the Secretary will request such agen-
cies to identify the lead agency for
purposes of PURPA and NECPA com-
pliance, reporting, and eligibility for
financial assistance.

All interested persons including
State regulatory authorities, are invit-
ed to comment on any errors or omis-
sions with respect to the list.
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NOTICES

ELECTIC UTILITIES

All utilities listed belowhad electr
. energy sales, for purposes other tha

resale, in excess of 500 million kill
watt-hours in 1976 or 1977. All, excei
those marked (*), are covered bn
PURPA Title I and NECPA Title I
Utilities marked (*) either do n(
exceed the NECPA threshold of 7E
million kilowatt-houirs In 1977 or d
not have residential "salls and, ther
fore, they are not covered by NECP.
Title II.

INVEsTOR-OVwNED

Alabama Power Company
*Alcoa Generating Corporation
Appalachian Power Company
Arizona Public Service Company
Arkansas-Missouri Power Company
Arkansas Power,& Light Company
Atlantic City Electric Company
Baltimore Gas & Electric Company
Bangor Hydro-Electric Company
Black Hills Power & Light Company
Blackstone Valley Electric Company
Boston Edison Company
Brockton Edison Company'
California-Pacific Utilities Company
Cambridge Electric Light Company
Carolina Power & Light Company
Central Hudson Gas &.Electric Corporatic
Central Illinois Light Company ,
Central Illinois Public Service Company
Central Louisiana Electric Company
Central Maine Power Company
Central Power & Light Company
Central Telephone & Utilities Corporation
Central Vermont Public Service Corpon

tion
Cincinnati Gas & Electric Company'
Citizens Utilities Company
Cleveland Electric Illuminating Company
Columbus & Southern Ohio Electric Con

pany
Commonwealth Edison Company
Community Publlc*Service Company
Connecticut'Light & Power Company
Consolidated Edison Company of New Yox
Consumers Power Company
Dallas Power & Light Company
Dayton Power & Light Company
Delmarva Power & Light Company
Detroit Edison Company
Duke Power Company
Duquesne Light Company
El Paso Electric Company -

Electric Energy, Incorporated
Emplre District Electric Company
*Pall River Electric Light Company
Florida Power Corporation
Florida Power & Light Company
Georgia Power Company
Green Mountain Power Corporation
Gulf Power Company
Gulf States Utilities Company
Hartford Electric Light Company
Hawaiian Electric Company
Houston Lighting & Power Company
Idaho Power Company
Illinois Power Company
*Indiana & Michigan Electric Company
Indianapolis'Power & Light Company
Interstate Power Company,
Iowa Electric Light & Power Company
Iowa-Illinois Gas & Electric Company ,,
Iowa Power & Light Company
Iowa Public Service Company
Iowa Southern Utilities Company
Jersey Central Power & Light Company

Kansas City Power & Light Company
Kansas Gas & Electric Company

• Kansas Power & Light Company
n Kentucky Power Company
D- Kentucky Utilities Company
pt Kingsport Power Company
y *Lake Superior District Power Company
L Long Island Lighting Company

Louisiana Power & Light Company.
A Louisville Gas & Electric Company
0- Madison Gas & Electric Company

to Massachusetts Electric Company.
a- Metropolitan Edison Company
A Minnesota Power & Light Company

Mississippi Power Company
Mississippi Power & Light Company
'Missouri Edison Company
Missouri Power,& Light Company
Missouri Public Service Company
Missouri Utilities Company
Monongahela Power Company
Montana-Dakota Utilities Company
Montana Power Company
Narragansett Electric Company
Nevada Power Company
New Bedford Gas & Edison Light Company
'New Mexico.Electric Service Company
New Orleans Public Service
New York State Electric & Gas Corporation
Niagara Mohawk Power Corporation
Northern Indiana Public Service Company
Northern States Power Company
'Northwestern Public Service Company

*n Ohio Edison Company
Ohio Power Company
Ohio Valley Electric Corporation.
Oklahoma Gas & Electric Company
'Old Dominion Power Company
Orange & Rockland Utilities
Otter Tail Power Company
Pacific Gas & Electric Company
Pacific Power & Light Company
Pennsylvania Electric Company
Pennsylvania Power & Light Company
Pennsylvania Power Company

n Philadelphia Electric Company
Portland General Electric Company
Potomac Edison Company
Potomac Electric-Power Company
Public Service Company of Colorado

*k Public Service Company of Indiana
Public Service Company of-New Hampshire
Public Service Company of New Mexico
Public Service Company of Oklahoma
Public Service Electric & Gas Company
Puget Sound Power & Light Company
Rochester Gas & Electric Corporation ,
Rockland Electric Company
St. Joseph Light & Power Company
San Diego Gas & Electric Company
Savannah Electric & Power Company
Sierra Pacific Power Company
South Carolina Electric & Gas Company
Southern California Edison Company
Southern Indiana Gas & Electric Company
Southwestern Electric Power Company
'Southwestern Electric Service Company
Southwestern Public Service Company
Tampa Electric Company ,
Texas Electric Service Company
Texas Power & Light Company
Toledo Edison Company
Tucson Gas & Electric Company
'UGI Corporation
Union Electric Company

-Union Light, Heat & Power Company
United Illuminating Company
'Upper Peninsula Power Company
Utah Power & Light Company
Virginia Electric & Power Company'
:_Washington Water Power Company
West Penn Power Company

West Texas Utilities Company
Western Massachusetts Electric Company
Wheeling Electric Company
Wisconsin Electric Power Company
Wisconsin Michigan Power Company
Wisconsin Power & Light Company
Wisconsin Public Service Corporation

PUBLICLY-OWNED

*Albany Water, Gas & Light Commission
Anaheim-Electrical Division
Austin Electric Department
*Bristol Electric System (TN)
*Bryan Municipal Electric System (TX)
*Burbank Public Service Department
Central Lincoln People's Utility. District

(OR)
Chatanooga Electric Power Board
"Clatskanle People's Utility District (OR)
"Cleveland Division of Light & Power (OH)
'Cleveland Utilities (TN)
Colorado Springs Department of Public

Utilities
Decatur Electric Department (AL)
*Detroit Public Lighting Department
Eugene Water & Electric Company
Fayetteville Public Works Commission (NC)
*Florence Electricity Department (AL)
*Gainesvlle-Alachua County Regional Elec-

tric, Water, and Sewer Utilities Board
(FL)

Garland Electric Department (TX)
*Glendale Public Service Department (CA)
*Greeneville Light & Power System (TN)
*Greenville Utilities Commission (NC)
Huntsville Utilities (AL).
Imperial Irrigation District (CA) -

*Independence Power & Light Department
(MO)

*Jackson Utility Divislon-Electrc Depart-
ment (TN)

Jacksonville Electric Authority (FL)
Johnson City Power Board (TN)
Kansas City Board of Public Utilities (KS)
Knoxville Utility Board (TN)
*Lafayette Utility System (LA)
Lakeland Department 6f Electricity and

Water (FL)
Lansing Board of Water & Light (MI)
Lincoln Electric System (NB)
Los Angeles Department ot Water and

Power
Lower Colorado River Authority
*Lubbock Power & Light (TX)
Memphis Light, Gas & Water Division (TN)
Modesto Irrigation District (CA)
*Muscatine Power & Water (IA)
Nashville Electric Service (TN)
Nebraska Public Power District
Omaha Public Power District
Orlando Utilities Commission (FL)
*Palo Alto Electric Utility (CA)
*Pasadena Water & Power Department

(CA)
*Power Authority of New York
*Port Angeles Light & Water Department

(WA)
*Public Utility District No. 1 of Benton

County (WA)
*Public Utility District No. 1 of Chelan

County (WA)
Public Utility District No. 1 of Clark County

(WA)
Public Utility District No. 1 of Cowlitz

County (WA)
*Public Utility District No. 1 of Douglas

County (WA)
Public Utility District of Grant County

(WA)
Public Utility District No. I of Grags

Harbor County (WA)
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*Public Utility District No. 1 of Lewis
County (WA)

Public Utility District No. 1 of Snohomish
County (WA)

Puerto Rico Water Resources Authority of
Puerto Rico

*Richmond Power & Light (IN)
Riverside Public Utilities (CA)
*Rocky Mountain Public Utilities (NC)
Sacramento Municipal Utility District (CA)
Salt River Project Agricultural Improve-

ment and Power District (AZ)
San Antonio Public Service Board (IX)
*San Francisco Public Utilities Commission
Santa Clara Electric Department (CA)
Seattle Department of Lighting (WA)
South Carolina Public Service Authority
Springfield City Utilities (MO)
*Springfield Utilities Board (OR)
Springfield Water, Light & Power Depart-

ment (IL)
Tacoma Public Utilities-Light Division

(WA)
*Taunton Municipal Lighting Plant (MA)
*Turlock Irrigation District (CA)
Vernon Municipal Light Department (CA)
*Wilson Utilities Department (NC)

RURAL ELECTRIc COOPERATIVES

*Appalachian Electric Cooperative
*Chugach Electric Association
*Clay Electric Cooperative
Cumberland Electric Membership Corpora-

tion
*Duck River Electric Membership Corpora-

tion
*First Electric Cooperative Corporation
*Four County Electric Power Association
*Gibson County Electric Membership Cor-

poration
Green River Electric Corporation
Henderson-Union Rural Electric Coopera-

tive Corporation
*Jackson Electric Membership Corporation
*Lee County Electric Cooperative
*Meriwether Lewis Electric Cooperative
Middle Tennessee Electric Membership Cor-

poration
*Moon Lake Electric Association
*Pedernales Electric Cooperative
*Pennyrile Rural Electric Cooperative Cor-

poration
*Singing River Electric Power Association
*South Central Power Company
Southern Maryland Electric Cooperative
*Southern Pine Electric Power Association
*Southwest Louisiana Electric Membershfip.

Corporation
*Southwest Tennessee Electric Membership

Corporation
*Tri-County Electric Membership Corpora-

tion
*Umatilla Electric Cooperative Association
*Upper Cumberland Electric Membership

Corporation
Volunteer Electric Cooperative
*Warren Rural Electric Cooperative
*West Kentucky Rural Electric Cooperative

Corporation

FEDERAL AGENCIES

*Bonneville Power Administration
*Tennessee Valley Authority
*Western Area Power Administration

GAS UTIIXES

All utilities listed below had natural
gas sales, for purposes other than
resale, in excess-of 10 billion cubic feet
in 1976 or 1977. All, except those
marked (*), are covered by PURPA

NOTICES

Title III and NECPA Title IL Utilities
marked (') either do not exceed the
threshold in 1977 or do not have resi-
dential sales and, therefore, are not
covered by NECPA Title IL

INVETOR-0WKED
Alabama Gas Corporation
*Alabama-Tennessee Natural Gas Company
Alaska Gas & Service Company
*Anadarko Production Company
Arizona Public Service Company
Arkansas-Louisiana Gas Company
Arkansag-Oklahoma Gas Company
Arkansas Western Gas Company
Atlanta Gas Light Company
Baltimore Gas & Electric Company
Bay State Gas Company
Boston Gas Company
Brooklyn Union Gas Company
Cabot Corporation Utility Division
California-PacifIc Utilities
Carnegie Natural Gas Company
Carolina Pipeline Company
Cascade Natural Gas Corporation
Central Florida Gas Corporation
Central Illinois Light Company
Central Illinois Public Service Company
Central Louisiana Electric Company
Chattanooga Gas Company -
Cheyenne Light, Fuel and Power Company
Cincinnati Gas and Electric Company
Cities Service Gas Company
Citizens Gas and Coke Utility
*Colorado Interstate Gas Company
Columbia Gas System
Commonwealth Gas Company
Connecticut Light & Power Company
Connecticut Natural Gas Corporation
Consolidated Edison Company of New York
Consolidated Gas Supply Corporation
Consumers Power Company
Dayton Power & Light Company
Delmarva Power & Light Company
East Ohio Gas Company
*East Tennessee Natural Gas Company
Elizabethtown Gas Company
'El Paso Natural Gas Company
Entex. Incorporated
Equitable Gas Company
Florida Gas Company
*Florida Gas Transmission Company
Gas Light Company of Columbus
Gas Service Company
Gulf States Utilities Company
Houston Natural Gas Corporation
Illinois Power Company
Indiana Gas Company
Inland Gas Company
Inter City Gas Limited
Intermountain Gas Company
Interstate Power Company
Iowa Electric Light*& Power Company
Iowa Illinois Gas & Electric Company
Iowa Power & Light Company
Iowa Public Service Company
Iowa Southern Utilities Company
Kansas-Nebraska Natural Gas Company
Kansas Power & Light Company
Kokomo Gas & Fuel Company
Laclede Gas Company Consolidated
Lone Star Gas Company
Long Island Lighting Company
Louisiana Gas & Electric Company
Louisiana Gas Service Company
Louisiana Intrastate Gas Corporation
Louisville Gas &Electric Company
Lowell Gas Company
Madison Gas & Electric Company
Metropolitan Utilities District of Omaha
Michigan Consolidated Gas Company

59885

Michigan Gas Utilities Company
Michigan Power Company
Minnesota Gas Company
M4sslsslpp1 River Transmission Corpora-
tion

MississIppi Valley Gas Company
MIuril Public Service Company
Mobile Gas Service Corporation
Montana-Dakota Utilities Company
Montana Power Company
Mountain Fuel Supply Company
Nashville Gas Company
National Fuel Gas Distribution Corporation
New Jersey Natural Gas Company
New Orleans Public Service
New York State Electric & Gas Corporation
Niagara Mohawk Power Corporation
North Carolina Natural Gas Corporation
North Central Public Service Company
North Penn Gas Company
North Shore Gas Company
Northern Illinois Gas Company
Northern Indiana Public Service Company
Northern Natural Gas Company
Northern States Power Company
Northwest Natural Gas Company
Northwestern Public Service Company
Oklahoma Gas & Electric Company
Oklahoma Natural Gas Company
Orange & Rockland Utilities
Pacific Gas & Electric Company
Panhandle Eastern Pipeline Company
Pennsylvania Gas & Water Company
People's Gas, Light & Coke Company
Peoples Gas System
Peoples Natural Gas Company
Philadelphia Electric Company
Phillips Gas & Oil Company
Phillips Natural Gas Company
Phillips Petroleum Company
Piedmont Natural Gas Company
Pioneer Natural Gas Company
Providence Gas Company
Public Service Company of Colorado
Public Service Company of North Carolina
Public Service Electric & Gas Company
Rochester Gas & Electric Corporation
San Diego Gas & Electric Company
Sierra Pacific Power Company
South Carolina Electric & Gas Company
South Jersey Gas Company
Southeast Alabama Gas District
Southeastern Michigan Gas Company
Southern California Gas Company
Southern Connecticut Gas Company
Southern Indiana Gas & Electric Company
Southern Natural Gas Company
Southern Union Gas Company
Southwest Gas Corporation
Terre Haute Gas Corporation
'Texas Eastern Transmission Corporation
Texas Utilities
Tucson Gas & Electric Company
UGI Corporation
Union Gas Systems
Union Light, Heat & Power Company
United Cities Gas Company
United Gas Pipeline Company
Virginia Electric Power Company
Washington Gas Light Company
Washington Natural Gas Company
Washington Water Power Company
West Ohio Gas Company
Western Gas Corporation
Western Kentucky Gas Company
Western Slope Gas Company
Wisconsin Fuel & Light Company
Wisconsin Gas Company
Wisconsin Natural Gas Company
Wisconsin Power & Light Company
Wisconsin Public Service Corporation
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NOTICES

PUBLICLY-OWNED

City of Richmond, Virginia. Department of
Public Utilities

City Public Service Board (San Antonio)
Springfield City Utilities (MO)
Colorado Springs Department of Public

Utilities
Long Beach Gas Department
Memphis Light, Gas & Water Division
Philadelphia Gas Works

Issued in Washington, D.C., Decem-
ber 18, 1978.

JERRY L. PFEFFER,
Acting Assistant Administrator

for Utility Systems, Economic
Regulatory . Administration,
Department of Energy.

[FR Doc. 78-35545 Filed 12-21-78; 8:45 am]

[6740-02-M]

Federal Energy Regulatory Commission

[Docket No. R-406]

DISTRIGAS CORP. AND DISTRIGAS OF
MASSACHUSETTS CORP.

Proposed Amendments to Purchased Gas Cost
Adjustment Provisions

' DECCEBER 11, 1978.
Take notice that Distrigas Corpora-

tion ("Distrigas") and Distrigas Of
Massachusetts * Corporation
("DOMAC") on December 1, 1978, ten-
dered for filing:.
Distrigas Corporation:

First Revised Sheet No. 4
First Revised Sheet No. 5

Distrigas of Massachusetts Corporation:
First Revised Sheet No. 53
First Revised Sheet No. 54

to their respective FERC Gas Tariffs.
These revised sheets are submitted to
reflect changes made pursuant to
.FERC Order No. 13 issued October 18,
1978, in Docket No. R-406. Additional-
ly, the revised tariff sheets of Distri-
gas reflect a clarification relating to
the mechanics of operation of Distri-
gas' purchased gas adjustment clause
as it pertains to demurrage changes.

No change in rate is involved in
these revised tariff sheets.

Distrigas and DOMAC request that
the proposed tariff sheets become ef-
fective January 1, 1979:

A copy of this filing is being served
upon all affected parties and interest-
ed State Commissions.

Any person desiring to be heard or
to protest said filing should file a peti-
tion to intervene or protest with the
Federal Energy Regulatory Commis-
sion, 825 North Capitol Street NE.,
Washington, D.C. 20426, in accordance
with Sections 1.8 and 1.10 of the Com-
mission's Rules of Practice and Proce:
dure (18 CFR 1.8, 1.10). All such peti-

tions or protests should be filed on or
before December 22, 1978.

Protests will be considered by the
Commission in determining the appro-
priate action to be taken but will not
serve to make prbtestants parties to
the proceeding. Any person wishing to
become a party must file a petition to
intervene. Copies of this filing are on
file with the Commission and are
available for public inspection.'

KENN= F. PLUMB,
Secretary.

[FR Doc. 78-35605 Filed 12-21-78; 8:45 am]

[6740-02-M]

[Docket No. R-406]

EAST TENNESSEE NATURAL GAS CO.

Proposed Amendments to Purchased Gas Cost
Adjustment Provisions

DECEMBER 11, 1978.
Take notice that on December 1,

1978, East-Tenhesse Natural Gas Com-
pany (East .Tennessee) tendered for
filing the following revised tariff
sheets to its FERC Gas Tariff, Sixth
Revised Volume No. 1, to be effective
January 1, 1979.
First Revised Sheet No. 74B
Second Revised Sheet No. 74C
Third Revised Sheet Nos. 66, 69B and

-74D
Fourth Revised Sheet Nos. 67 and 69A
Sixth Revised Sheet No. 69

East Tennessee states that the pur-
pose of the revised tariff sheets is to
revise (1) the PGA clause in the Gen-
eral Terms and Conditions of its tariff
to conform to the requirements of
Order No. 13 and (2) the Gas Research
Institute Rate Adjustment provision
in its tariff to conform to the require-
ments of Opinion No. 30.

East Tennessee states that copies of
the filing have been mailed to all of its
jurisdictional' customers and affected
state regulatory commissions.

Any person desiring to be heard or
to protest said filing should file a peti-
tion to intervene or protest with the
Federal Energy Regulatory Commisi-
son, 825 North Capitol Street, N.E.,
Washington, D.C. 20426, in accordance
with Sections 1.8 and 1.10 of the Com-
mission's Rules of Practice and Proce-
dure (18 CFR 1.8, 1.10). All such peti-
tions or protests should be filed on or
before December 22, 1978. Protests
will be considered by the Commission
in determining the appropriate action
to be taken, but wil not serve to make
protestants parties to the proceeding.
Any person wishing to become a party
must file a petition to intervene; pro-
vided, however, that any person who
has previously filed a petition to inter-

" vene in this-proceeding is not required
to file a further petition.. Copies of

this filing are on file with the Commis-
sion and are available for public In-
spection.

KENNETH F. PLUMB,
Secretary.

[FR Doe. 78-35606 Filed 12-21-78 8:45 am]

[6740-02-M]

[Docket No. R-406]

FLORIDA GAS TRANSMISSION CO.

Proposed Amendments to Purchased Gas Cost
Adjustment Provisions

DECEMBER 11, 1978.
Public Notice Is hereby given that on

December 1, 1978 Florida GaS Trans-
mission Company (Florida Gas) filed
in the instant docket pursuant to the
Commission's Order No. 13, Issued Oc-
tober 18, 1978, proposed changes to
Florida Gas' FERC Gas Tariff, Origi-
nal Volume No. 1, consisting of the fol-
lowing tariff sheets:
Second Revised Sheet No. 22-C
First Revised Sheet No. 22-D
First Revised Sheet No. 22-E
Original Sheet No. 22-E.1

Florida Gas states that the purpose
of the filing is to conform its Pur-
chased Gas Adjustment Clause (PGA)
with Order No. 13 and the amend-
ments required thereby to 18 CFR
§ 154.38(d). In that regard, Florida Gas
advises that it has modified its PGA to
include carrying charges on the net
balances of A/C 191 and A/C 283 or
A/C 190, as appropriate, inasmuch as
the principles of interperiod Income
tax allocation have been addpted for
unrecovered purchase gas cost account
balances. Further, as directed by
Order No. 13, Florida Gas has revised
the effective dates of its PGA filings
to April 1 and October 1.

Florida Gas requests that the In-
stant filing to be made effective on the
proposed effective date of January 1,
1979.

Additionally, Florida Gas states that
pursuant-to the Commission's Regula-
tions the instant tariff filing has been
mailed to each affected customer and
the. Florida Public Service Commis-
sion.

- Any person desiring to be heard or
to make any protest with reference to
said application should on or before
December 22, 1978, file with the Fed-
eral Energy Regulatory Commission,
825 North ,Capitol Street NE., Wash-
ington, D.C. 20426, a petition to Inter-
vene or protest in accordance with the
requirements of the Commission's
Rules of Practice and Procedure (18
C.F.R. 1.8 or 1.10). All protests filed
with the Commission will be consid-
ered by it in determining the appropri-
ate action to be taken but will not
serve to make protestants parties to
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the proceeding. Any person wishing to
become a party to a proceeding or to
participate as a party in any hearing
therein must file a petition to inter-
vene in accordance with the Commis-
sion's Rules.

KENET F. PLUMB,
Secretary.

EM Doc. 78-35607 Filed 12-21-78; 8:45 am]

[6740-02-M]

[Docket No. R-406]

GRANITE STATE GAS TRANSMISSION, INC.
Proposed Amendments to Purchased Gas Cost

Adjustment Provisions

DECEMBER 11, 1978.
Take nbtice that Granite State Gas

Transmission, Inc. (Granite State), 66
Market Street (P.O. Box 508, Ports-
mouth, New Hampshire 03801, on De-
cember 1, 1978, tendered for filing
with the Federal Energy Regulatory
Commission, the following -revised
tariff sheets for effectiveness January
1, 1979 in its FERC Gas Tariff, Origi-
nal Volume No. 1:

First Revised Sheet No. 3213
Second Revised Sheet No. 32C
First Revised Sheet No. 32D
Original Sheet No. 32E
Original Sheet No. 32F

According to Granite State, the fore-
going tariff sheets establish a revised
Purchased Gas Cost Rate Adjustment
provision in Section XX of the Gener-
al Terms and Conditions in its tariff in
compliance with the requirements of
the Commission's Order No. 13 in
Docket No. R-406.

Granite State further states that
copies of its filing have been served on
its only jurisdiction customer, North-
ern Utilities, Inc., and the Public Util-
ity Commission's of the State of
Maine and New Hampshire.

Any person desiring to be heard or
the protest said filing should file a pe-
tition to intervene or protest with the
Federal Energy Regulatory Commis-
sion, 825 North Capitol Street, N.E.,
Washington, D.C. 20426, in accordance
with Secions 1.8 and 1.10 of the Com-
mission's Rules of Practice and Proce-
dure (18 CFR 1.8, 1.10). All such peti-
tions or protests should be filed on or
before December 22, 1978. Protests
will be considered by the Commission
in determining the appropriate action
to be taken, but will not serve to make
protestants parties to the proceeding.
Any person wishing to become a party
must file a petition to intervene.
Copies of this filing are on file with

the Commission and are available for
public Inspection.

KnmMT F. PLUM,
Secretary.

EM Doc. 78-35608 Filed 12-21-78; 8:45 am]

[6740-02-M]

(Docket No. R-406]

INTER-CITY MINNESOTA PIPELINES, LTD., INC.

Proposed Amendments to Purchased Gas Cost
Adjustment Provisions

Dzcxasaa 11, 1978.
Take notice that Inter-City Minneso-

ta Pipelines, Ltd., Inc. (Inter-City) on
December 1, 1978, tendered for filing
proposed changes in its FERC Gas
Tariff, Original Volume No. 1, as fol-
lows:'
First Revised Sheet No. 56
Original Sheet No. 56-A
First Revised Sheet No. 61-C
Original Sheet No 61-D
Second Revised Sheet No. 63
First Revised Sheet No. 64

Inter-City states that the above
tariff sheets are filed solely for the
purpose of conforming the existing
tariff PGA clause to the requirements
of Commission Order 13-A of Novem-
ber 27, 1978, and to Section
154(4)(d)(vill) of, the Commission's
Rules and Regulations.

Any person desiring to be heard or
to protest said filing should file a peti-
tion to intervene or protest with the
Federal Energy Regulatory Commis-
sIon, 825 North Capitol Street, N.E.,
Washington, D.C. 20426, in accordance
with Sections 1.8 and 1.10 of the Com-
mission's Rules of Practice and Proce-
dure (18 CFR 1.8, 1.10). All such peti-
tions or protests should be filed on or
before December 22, 1978. Protests
will be considered by the Commission
in determining the appropriate action
to be taken, but will not serve to make
protestants parties to the proceeding.
Any person wishing to become a party
must file a petition to intervene.
Copies of this flUng are on file with
the Commission and are available for
public inspection.

Kimr F. PLmsM,
Secretary.

(FR Doc. 78-35613 Fled 12-21-78; 8:45 am]

[6740-02-M]

[Docket No. R-461

KENTUCKY WEST VIRGINIA GAS CO.

Proposed Amendments to Purchased Gas Cost
Adjustment Provisions

DEcEmm 11, 1978.
Take notice that Kentucky West

Virginia Gas Co. (Kentucky West) on

November 29 1978, tendered for filing
with the Commission the following re-
vised tariff sheets to Kentucky West's
FERC Gas Tariff, First Revised
Volume No. 1, to become effective Jan-
uary 1, 1979:
First Revised Sheet No. 24
First Revised Sheet No. 25
First Revised Sheet No. 26
Eighth Revised Sheet No. 27

The revised tariff sheets incorporate
the amendments to Kentucky West's
purchased gas cost adjustment provi-
sions required by Commission Order
No. 13 and also reflect the jurisdiction
of the Federal Energy Regulatory
Commission (rather than the Federal
Power Commison) and the laws and
regulations It administers.

Kentucky West states that a copy of
Its filing has been served upon Ken-
tucky West's Jurisdictional customers
and the Public Service CommiLmson of
Kentucky.

Any person desiring to be heard- or
to protest said filing should file a peti-
tion to intervene or protest with the
Federal Energy Regulatory Commis-
sion, 825 North Capitol Street NE.,
Washington, D.C. 20426, in accordance
with sections 1.8 and 1.10 of the Com-
mison's Rules of Practice and Proce-
dure (18 CFR 1.8, 1.10). All such peti-
tions or protests should be filed on or
before December 22, 1978. Protests
will be considered by the Commission
In determining the appropriate action
to be taken, but will not serve to make
protestants parties to the proceeding.
Any person wishing to become a party
must file a petition to intervene.
Copies of this filing are on file with
the Commission and are available for
public Inspection.

Kmz~n F. Ptrm,
Secretary.

[FR Doc. 78-35609 Flied 12-21-78; 8:45 am]

[6740-02-M]

[Docket No. R-406] -

LOUISIAHA-NEVADA TRANSIT CO.
Proposed Amendments to Purchased Gas Cost

Adjustment Provisions

DzcEunr 11, 1978.
Take notice that Louisian-Nevada

Transit Company (Loulsana-Nevada)
on November 27, 1978, tendered for
filing proposed changes n Its FERC
Gas Tariff, Original Volume No. 1, as
follows:
Second Revised Sheet No. 12E -
First Revised Sheet No. 12G
First Revised Sheet No. 12H

These proposed changes to be effec-
tive January 1, 1979, are being filed
pursuant to Order No. 13, issued by
the Federal Energy Regulatory Com-
misslon on October 18, 1978. These re-
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vised tariff sheets limit -Louisiana-
'Nevada to two PGA filings annually
by eliminating the pipeline tracking
provision at periods of time other than
the semiannual dates (June 1 and De-
cember 1) and provides for interest
calculated on the prior months ending
balance of the Unrecovered Purchased
Gas Cost Account, exclusive of accu-
mulated interest, and after reflecting
interperiod income tax allocations.

Any person desiring to be heard or
to protest said filing should file a peti-
tion to intervene or protest with the
Federal Energy Regulatory Commis-_
sion, 825 North, Capitol Street NE.,
Washington, D.C. 20426, in accordance
with sections 1.8 and 1.10 of the Com-
mission's Rules of Practice and Proce-
dure (18 CFR 1.8, 1.10). All such peti-
tions or protests should be-filed on or
before December 22, 1978. Protests
will be considered by the Commission
in determining the appropriate action
to be taken, but will not serve to make
protestants parties to the proceeding.
Any person wishing to become a party
must file a petition, to intervene.
Copies of this filing are on file with
the Commission and are available for
public inspection.

KENN=n F. Pnnss,
Secretary.

[FR Doc. 78-35610 Filed 12-21-78; 8:45 am]

[6740-02-M]

[Docket No. R-406]

MICHIGAN WISCONSIN PIPE LINE CO.
Proposed Amendments to Purchased Gas Costs

Adjustment Provisions

DECEMBER 11, 1978.
Take notice that Michigan Wiscon-

sin Pipe Line Company (Michigan
Wisconsin) on December 1, 1978, ten-
dered for. filing proposed changes in
its FERC Gas Tariff, Second Revised
Volume No. 1 as follows:
Third Revised Sheet No. 27A
Second Revised Sheet No. 27B
Second Revised Sheet No. 27C
Second Revised Sheet No. 27D
Secolid Revised Sheet No. 27E
First Revised Sheet No. 27E(i)
First Revised Sheet No. 27E(ii)
First Revised Sheet No. 27E(iv)

Michigan Wisconsin states that the
revised tariff sheets reflect amend-
ments to Michigan Wisconsin's pur-
chased gas cost adjustment tariff pro-
visions required by the Commission in
Order No. 13. The amendments,, to
become effective January 1, 1979, pro-
vide that: (1) purchased gas cost ad-
justments shall not be filed more fre-
quently than semiannually and shall
have an effective date of may 1 and.
November 1; and (2) carrying charges
be computed monthly on the net bal-

NOTICES

ances in Account 191 and the related
amounts recorded in the Accumulated
Deferred Income Tax Accounts 283 or.190, as appropriate. Michigan Wiscon-
sin is also filling revisions to Section
16, Research and DeveRopment Adjust-
ment, and Section 17 Gas Research In-
stitute Charge Adjustment 'Provision,
to conform the effective dates of any
adjustments made thereunder to the
dates utilized in Section'5.

Any person desiring to be heard or
to protest said filing should file a peti-
tion to intervene or protest with the
Federal Energy Regulatory Commis-
sion, 825 North Capitol Street NE.,
Washington, D.C. 20426, in accordance
with sections 1.8 and 1.10 of the Com-
mission's Rules of Practice and Proce-
dure (18 CFR 1.8, 1.10). All such peti-
tions or protests should be filed on or
before December 22i 1978. Protests
will be considered by the Commission
in determining the appropriate action
to be taken, but will not serve to make
protestants parties to the proceeding.
Any person wishing to become a party
must file a petition to intervene; pro-
vided, however, that any person who
has previously filed a petition to inter-
vene in this proceeding is not required
to file a further petition. Copies of,
this filing are on file with the Commis-
sion and are available for public in-
spection.

KEfNET F. PLUMB,
Secretary.

[FR Doc. 78-35611 Filed 12-21-78; 8:45 am]

[6740-02-M]

[Docket No. R-406]

MIDWESTERN GAS TRANSMISSION CO.
Proposed Amendments to Purchased Gas Cost

Adjustment Provisions

DECEMBER 11, 1978.
Take notice that on December 1,

1978, Midwestern Gas Transmission
Company (Midwestern) tendered for
filing the following revised tariff
sheets to its FERC Gas Tariff, Third
Revised Volume No. 1, to be effective
January 1, 1979.
Third Revised Sheet Nos. 83 and 95G
Fourth Revised Sheet Nos. 81 and 82
Fifth Revised Sheet No. 85

Midwestern states that the purpose
of the revised taiff sheets is to revise
(1) the PGA clause in the General
Terms and Conditions of its tariff to
conform to the requirements of Order
No. 13 and (2) the Gas Research Insti-
tute Rate Adjustment provision -in its
tariff to conform to the requirements
of Opinion No. 30.

Midwestern states that copies of the,
filing have been mailed to all of its ju-
risdictional customers and affected
state regulatory commissions.

Any person desiring to be heard or
to protest said filing should file a peti-
tion to intervene or protest with the
Federal. Energy Regulatory Commis-
sion, 825 North Capitol Street, N.E.,
Washington, D.C. 20426, In accordance
with Sections 1.8 and 1.10 of the Com-
mission's Rules of Practice and Proce-
dure (18 CFR 1.8, 1.10). All such peti-
tions or protests should be filed on or
before December 22, 1978, Protests
will be considered by the Commission
in determining the appropriate action
to be taken, but will not serve to make
protestants parties to the proceeding.
Any person wishing to become a party
must file a petition to Intervene; pro-
vided, however, that any person who
has previously filed a petition to Inter-
vene in this proceeding Is not required
to file a further petition. Copies of
this filing are on file with the Commis-
sion and are available for public In.
spection.

KENNETH F. PLUMB,
Secretary,

iFR Doe. 78-35612 Filed 12-21-78;8:45 am]

[6740-02-M]

[Docket No. R-406

MOUNTAIN FUEL RESOURCES, INC.

Proposed Amendments to Purchased Gas Cost
Adjustment Provisions

DECEMBER 11, 1978,
Take notice that on December 1,

1978, Mountain 'Fuel Resources, Inc.
(Resources) pursuant to Section 154.62
and 154.38 of the Commission's Regu-
lations under the Natural GaS Act,
filed Seventh Revised Sheet No. 7 and
First Revised Sheet No. 23 to Its
FERC Gas Rate Schedule No. 1. Re-
sources states that the filed Seventh
Revised Tariff Sheet No. 7 relates to
the Unrecovered Purchased Gas Cost
Account of the Purchased Gas Adjust-
ment Provisions authorized by RP74-
14. More' specifically, the tariff sheet
reflects a net decrease from that cur-
rently being' collected of (7.58) cents
per Mcf to be effective January 1,
1979.

Any person desiring to be heard and
to make any protest with reference to
said filing should on or before Decem-
ber 22, 1978, file with the Federal
Energy Regulatory Commission,
Washington, D.C., 20426, petitions to
intervene or protests In accordance
with the requirements of the Commis-
sion's Rules of Practice and Procedure
(18 CFR 1.8 or 1.10). All protests filed
with the Commission will be consid-
ered by It but will not serVe to make
the protestants parties to the proceed-
ing. Persons wishing to become parties
to a proceeding or to participate as a
party in any hearing must file peti-
tions to intervene in accordance with
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the Commission's Rules. Resources
tariff filing is on file with the Commis-
sion and available for public inspec-
tion:

KENxNET F. PLBu,
Secretary.

FR Doc. 78-35614 Filed 12-21-78; 8:45 am]

[6740-02-M]

[Docket No. CP76-285, ET AL.].

MOUNTAIN FUEL RESOURCES INC., ET AL

Order Consolidating Proceedings, Granting and
Denying Petitions To Intervene and Estab-
lishing Hearing Procedures

DECEMER 15, 1978.
In the matter of Mountain Fuel Re-

sources Inc., et al., Docket Nos. CP76-
285: et aL (Clay Basin); El Paso Natu-
ra Gas Company, Docket No. CP76-87
(Rhodes Reservoir); El Paso Natural
Gas Company, Docket No. CP78-172
(Barker Creek Dome); Western Gas
Interstate Company, Docket No.
CP78-257 (Barker Creek Dome); and
Supron Energy Corporation, Docket
No. CI78-506 (Barker Creek Dome).

On October 13, 1978, El Paso Natu-
ral Gas Company (El Paso), filed in
each of the dockets listed above a
motion to consolidate for hearing and
decision the following:

(1) Certificate issues remaining in
the proceeding- in Docket Nos. CP76-
285, "et aL, concerning the participa-
tion of El Paso and Clay Basin Storage
Company (Storage Company) in the
Clay Basin storage field project;

(2) El Paso's pending certificate ap-
plication in Docket No. CP76-87 con-
cerning El Paso's Rhodes Reservoir
storage project; and.

(3) The pending certificate applica-
tions of El Paso at Docket No. CP78-
172, Western Gas Interstate (WGI) at
Docket No. CP78-257 and Supron
Energy Corporation (Supron) at
Docket No. CI78-506, which concern
El Paso's proposed Barker Creek
Dome storage project.

These proceedings involve three sep-
arate storage projects in which El
Paso is participating in differing fash-
ions but with a common purpose: to
provide a source of protection on peak
days in winter for customers included
in the Priority 1 and Priority 2 classes
in El Paso's current interim curtail-
ment - plan and located east of the
State of California. The issue of the
need for the projects to provide such
protection, as well as other issues, has
been raised in each of the proceedings
in pleadings and, in one case, in pee-
hearing- conferences. We hereby grant
El Paso's motion and consolidate for
hearing and decision these proceed-
ings, all as more fully set forth below.

L RHODES REsERvorR STORAGE PROJECT

On September 17, 1975. El Paso filed
an application, pursuant to Section
7(c) of the Natural Gas Act, for a cer-
tificate of public convenience and ne-
cessity, of unlimited duration to
permit El Paso to use the Rhodes Res-
ervoir for storage and to make a sale
of gas to Southern California Gas
Company (SoCal).1 In this application
El Paso requested the Issuance of a
temporary certificate to go forward
with the proposed Rhodes Reservoir
operations pending the Commission's
final determination of El Paso's re-
quest for a permanent certificate.

The-Commission granted El Paso a
temporary certificate on November 6,
1975, and has renewed the authoriza-
tion each year, including the most
recent temporary certificate granted
on November 17, 1978.2

On September 27, 1977, the Commis-
sion issued an order in Docket No.
CP76-87, noting that in Its Opinion
Nos. 800 and 800-A and in the decision
of the United States Court of Appeals
for the District of Columbia Circuit in
City of Wi!cox, et at. v. FPCq 567 F.2d
394 (1977), cert. den., 9 8 S.Ct. 724
(1978), it was ordered that the Rhodes
project's stored volumes be used to
make restitution for the discrimina-
tion found in those opinions. See,
Opinion No. 800-B, Docket Nos. CP74-
289, et a., December 30, 1977, at 5-10.

The Commission accordingly amend-
ed the temporary certificate Issued In
Docket No. CP76-87 on July 28, 1977,

'to provide that:

'The application specifically requested au-
thorization for the following.

(1) The operation of facilties previously
Installed under limlted.term authorization
for the Injection of natural gas into and
withdrawal of natural gas from Rhodes Res-
ervoir;

(2) The transportation and sale of natural
gas withdrawn from the reservoir for the
benefit of El Paso's east-of-California (EOC)
customers classified as having Priority 1 and
2 requirements; and

(3) The transportation and sale of natural
gas so withdrawn from the reservoir for the
benefit of soCal as compensation for the
previous diversion of volumes from SoCal
pursuant to an agreement between El Paso
and SoCal for the protection of service to
EOC Priority 1 and Priority 2 requirements.

On October 10, 1973. the Commission had
issued El Paso a permanent certificate In
Docket No. CP73-334 authorizing It to con-
struct and operate the facilities necessary to
reactivate the reservoir as a storage project,
and to transport and sell certain volumes
from this project durfng the 1973-74 winter
heating season.

2The Commission order of July 28, 1977,
extending a temporary certificate through
April 30, 1978, further pro Wded that El Paso
could no longer deliver volumes to SoCal as
was sought In the initial application for a
permanent certificate finding that the
SoCal-El Paso agreement described in the
application was limited to-the 1975-76 and
1976-77 winter heating seasons.

(lY Any authorization granted in
that docket not be inconsistent with
Opinion Nos. 800, 800-A and City of
Wilco=, et aL v. FPC" and

(2) That any injections of natural
gas into the Rhodes storage project
authorized in other dockets shall not
be affected by the authorization
granted in Docket No. CP76-87.3

On March 15, 1978, the Commission
Issued an order in Docket No. CP76-87
and In other proceedings severing
from those proceedings concerning the
permanent certificate application for
the Rhodes project, as well as from
the proceedings concerning the perma-
nent certificate applications of El Paso
to operate the Clay Basin and Barker
Creek Dome projects, the following
matters:

(1) The proper classification of stor-
age gas among the priorities set in El
Paso's current interim curtailment
plan; and

(2) The prop& procedures or service
rules El Paso must follow in operating
Its EOC storage projects.

The Commission found that the ap-
propriate proceeding to consider these
matters is that concerning the remand
of City of Willcox in Docket Nos.
RP72-6 and RP76-38, wherein the
same matters concerning El Paso's
California storage projects were being
litigated.

As stated above, on October 13, 1978,
El Paso filed Its motion to consolidate
the remaining proceedings in Docket
No. CP76-87 with the proceedings con-
cerning Its other two EOC storage pro-
Jects.

IL CLAY BAsm Fwm STORAGE PRO=ECT

In Its order of September 30, 1977, in
Docket Nos. CP76-285, et aL, the FPC
set forth details of El Paso's participa-
tion n the Clay Basin Storage Field,
which is owned and operated by other
parties. It stated therein that El Paso
had filed an application, in Docket No.
CP77-289. seeking Section 7(e) au-
thorization to store gas at the Clay
Basin field, through December 31,
1979, for the purposes of acquiring ad-
ditional protection for Its EOC Prior-
ity 1 and Priority 2 customer require-
ments for delivery on winter peak
demand days.

El Paso's application for a certificate
to participate, on an interim basis, in
the Clay Basin storage project was
consolidated for hearing with the ap-
plications of parties participating in
the field on a permanent basis by the
order of September 30, 1977. The var-
ious participants in the project have

"On November 28, 1977, Arizona Electric
Power Cooperative, Inc. (AEPCO) and the
City of Wili ox, Arizona filed a Joint peti-
tion for review of the Commission's order of
July 28, 1977, in Docket No. CP76-87 with
the U.S. Court of Appeals for the District of
Columbia Circuit In Docket No. 77-2053.
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each sought and received a series of
temporary certificates permitting proj-
ect operations pending final action on

'their applications for permanent certi-
fication.

4

On July 3, 1978, the Commission
Issued an order, in Docket Nos. CP76-
285, et aL, in which It defined certain
issues to be addressed in the hearingr
concerning Clay Basin Field.5 Hearings
were held on certain issues. The issues
raised by the pleadings concerning El
Paso's participation in the field were
reserved for a later phase of the pro-
ceeding, which is currently in the dis-
covery stage.

In the meantime, El Paso filed the
previously mentioned motion to con-
solidate the remaining proceeding in
Docket No. CP76-285, et aL, with the
proceedings concerning its other EOC
storage projects.

III. BAnKER CrEEm DoME STORAGE
PROJECT

On January 24,- 1978, El Paso filed
an application, pursuant to Section
7(c), for authorization, inter alia, to
construct and operate. facilities to
store gas at the Barker Dome field lo-
cated in San, Juan County, New'
Mexico and La Plata County, Colora-
do. El Paso sought a certificate of un-
limited duration. It did' not request a
temporary certificate to' operate the
project. As stated above, El Paso's ap-
plication states that the Barker Dome
project is to be used as a means for El
Paso to meet EOC Priority 1 and Pri-
ority 2 requirements on winter peak
days.

El Paso has 'entered into two agree-
ments in order to use the Barker
Dome project. "It has entered a lease
agreement with the Mountain Ute

-Indian tribe, which owns the land on
which the proposed project would be
located, and Supron, which held rights
to extract gas from 'the reservoir.
Under the lease agreement, the Moun-
tain Utes would grant the right to El
Paso to establish and operate a gas

'storage project in the reservoir for a
term, of ten years and for so long
thereafter as El Paso continues to use
the project. El Paso, in turn, has
agreed to pay the Mountain Utes an
annual rent. Supron agrees to relin-

4
0n January 16, 1978, AEPCO filed a peti-

tion for review of the Commission's orders
of September 30, 1977, and November 28,
1977, in Docket Nos. CP76-285, et aL, which
granted temporary certificates, in the U.S.

-Court of Appeals for the District of Colum-
bia Circuit In Docket No. 78-1043. On Feb-
ruary 6, 1978, AEPCO filed a petition for
review of the order of December 6, 1977,
iihich clarified the order of September 30,
1977, with the D.C. Circuit Court in Docket
No. 78-1101.

'On October 16, 1978, AEPCO filed a peti-
tion for review of the order of July 3, 1978,
issued In Docket Nos. CP76-285, et aL, with
the District of Columbia Circuit In Docket
No. 78-2026.

NOTICES

quish its right to produce gas from the
field. As part of the lease agreement,
El Paso entered into a stipulation with
Supron and the. Mountain Utes as to
the estimated ambunts of recoverable
indigenous gas in the reservoir.

In order 'to compensate Supron for
relinquishing its right to purchase gas
from the reservoir, El Paso has en-
tered into a sublease agreement with
Supron. Under this agreement, El
Paso, in essence, would make available
to" an affiliate of Supron, Southern
Union Gathering Company (Gather-
ing Company), the equivalent of the
amounts of 'gas stipulated to be recov-
erable at present from the field, as
well as provide additional compensa-
tion to Supron.

In order to carry out its part of the
agrdement, Supron filedon March 1,
1978, an application for authorization,

- pursuant to Section 7(c), In Docket No.
C178-506, to make the sales to Gather-
ing Company.

On March 28, 1978, WGI filed an ap-
plication, in Docket No. CP78-257, for
a certificate, pursuant to Section 7(c),
authorizing the transportation needed,
to permit El Paso to use the Barker
Dome reservoir.
• As stated above, El Paso filed Its
motion, on October 13, 1978, to con-
solidate for hearing and decision the
piroceedings concerning the three ap-
plications relating to El Paso's pro-"
posed Barker Dome project with the
proceedings concerning the Clay Basin
and Rhodes reservoir projects.

CONSOLDATEn HEAING

We herein consolidate for hearing
and decision these certificate applica-
tions in order, to serve several pur-
poses. Most. Importantly, we seek to
eliminate the possibility of conflicting
decisions regarding the need for all or
any one of the three storage projects
involved. As stated above, the issue of

"whether the projects are needed to
serve their intended purposes has been
raised in' each of the proceedings. By
disposing of these applications in a-
single proceeding" the public interest is
seved in many ways, including provid-
ing a measure of certainty to El Paso
as to which projects, if any, will have
Commission approval.

We-further hope that consolidation
of these dockets will promote economy
in the litigation concerning these ap-
plications. We, urge the parties to
make every effort to lessen the time
and expense of the consolidated pro-
ceedings, by, for example, presenting.
and cross-examining witnesses respon-
sible'for more than one project at a
single time. We have stated above
those matters that have been severed
from these proceedings by prior Com-
mission orders and we urge the parties
to -refrain from attempting to raise
such issues in the consolidated pro-

ceedings; further, issues that are ap-
propriately in other proceedings
should not be raised. This direction
should not be understood as preclud-
ing discussion of how the resolution of
issues in other proceedings will impact
upon the consolidated proceeding.

We find that the most expeditious
course to follow would be to add the
applications concerning the Barker
Dome and Rhodes projects to the Clay
Basin proceeding, in which procedural
dates have been set. In order to pro-
mote economy of effort in the 'consoli-
dated proceeding we direct the appli-
cants and interveners in the various
proceedings to appear before the Pre-
siding Administrative Law -Judge as.
signed to the Clay Basin proceeding
and be prepared to present their views
on the scope of the Issues to be tried
and, most importantly, on the most
expeditious and economical procedure
tofolow in disposing of these issues.

As an initial effort to expedite the
proceeding, we suggest that the par-
ties discuss completely the Issues sur-
rounding general system needs. There-
after the parties should discuss the re-
maining issues surrounding each of
the proposed projects.

,We will grant the following petitions
to intervene filed in Docket No. CP78-
172:
Southern California Gas Company
Pacific Gas and Electric Company
The State of New Mexico Energy Re-

sources Board
Asarco, Inc., et aL
Tucson Gas & Electric Company
Southern Union Company
The Peoples of the State of California

and the Public Utilities Commission
of the State of California

Arizona Electric Power Cooperative,
Inc., et aL

Mountain Fuel Resources, Inc.
Arizona Public Service Company

In addition, we will grant interven-
tion to the following parties in Docket
No. CI78-506:

Western Gas Interstate Company
Arizona Electric Power Cooperative

Finally, we will grant the following
petition to intervene in Docket No.
CP78-257:
State of New Mexico Energy and Min-

erals Department
The petitions to intervene filed by

Arizona Public Service Company in
Docket No. CP78-172 and the State of
New Mexico Energy and Minerals De-
partment in Docket No. CP78-257
were filed out of time. We grant the
former's petition because good cause,
has been shown for the late filing. We
grant the'latter's petition because it is
a department of a state government.

Thefollowing petitions to intervene
filed out of time will be denied for not
comporting with Section 1.8(d) of the
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Commission's Rules of Practice and
Procedure, which requires that a
showing of good cause be made in
order for the Commission to accept a
late petition:

Salt River Project Agricultural Im-
provement and Power District (Docket
No. CP78-172)

Pacific Gas and Electric Company
(Docket No. C178-506)

See, Trunkline Gas Company,
Docket No. CP78-338, et- aL, Order
issued November 15, 1978, at 5-6.

Further, we will find that good cause
exists to permit each of the inter-
veners who have been granted inter-
vention in the various Barker Dome
and Rhodes projects proceedings, in-
cluding those interventions granted
herein, to intervene without further
filing in the Clay Basin proceeding.

The Commission finds:
(1) It is necessary and appropriate in.

carrying out the provisions of the Nat-
ural Gas Act that a public hearing be
held on the matters involved and the
issues presented in these proceedings.

(2) Due to the related nature of the
applications and the common ques-
tions of law and fact involved, it is ap-
propriate to consolidate the proceed-
ings in the above captioned dockets.

(3) Participation by the interveners
in the various dockets in the consoli-
dated proceeding may be in the public
interest. Good cause exists for permit-
ting intervention in the consolidated
proceeding of those previously permit-
ted to intervene in any one of the indi-
vidual dockets and" the several peti-
-tions to intervene timely filed in the
Barker Dome proceedings (Docket
Nos. CP784172, CP78-257 and CI78-
506) and for permitting the late inter-
vention of Arizona Public Service
Company in Docket No. CP78-172 and
the State of New Mexico Energy and
Minerals Department in Docket No.
CP78-257.

(4) 'Good cause does not exist to
permit the late-filed intervention of
Salt River Project Agricultural Im-
provement and Power District in
Docket No. CP78-172 or of Pacific Gas
and Electric Company (PG&E) in
Docket No. C178-506.

The Commission orders:
(A) These proceedings are hereby

consolidated for purposes of hearing
and disposition.

(B) Pursuant to the authority of the
Natural Gas Act, particularly sections
7 and 15 thereof, the Commission's.
Rules of Practice and Procedure (18
CFR Part L), and the Regulations
under the Natural Gas Act (18 CFR
Chapter I, Subchapter E), a prehear-
ng conference shall be held on Janu-

ary 4, 1979 in Docket Nos. CP76-285, et
aL, commencing at 10 a.m. in a hear-
ing room of the Federal Energy Regu-
latory Commission, 825 North Capitol
Street NE., Washington, D.C. 20426, to

discuss procedural issues and the clari-
fication of issues.

(C) The Administrative Law Judge
'currently assigned to Docket Nos.
CP76-285, et aL, shall preside at the
prehearing conference in this proceed-
ing, with authority to establish and
change all probedural dates, and to
rule on all motions (with the sole ex-
ception of motions to consolidate and
sever and motions to dismiss), as pro-
vided for in the Rules of Practice and
Procedure.

(D) The consolidated proceeding or-
dered herein shall be known as: Moun-
tain Fuel Resources, Inc., Docket Nos.
CP76-285, et a!. (Consolidated El Paso
Storage Certificates Proceeding).

(E) The above-mentioned existing In-
terveners in the various dockets, as
well as those permitted to intervene
herein, are permitted to intervene in
the consolidated proceeding subject to
the rules and regulations of the Com-
mission; Provided, however that the
participation of such Interveners shall
be limited to matters affecting assert-
ed rights and interests as specifically
set forth in their petitions to inter-
vene; and Provided further that the
admission of such interveners shall
not be construed as recognition by the
Commission that they might be ag-
grieved because of any order of the
Commission entered in this proceed-
ing.

(F) The petitions to intervene of
Salt River Project Agricultural Im-
provement and Power District In
Docket No. CP78-172 and of Pacific
Gas and Electric Company in Docket
No. CI78-506 are hereby denied.

By the Commission.

Lois D. CAsmr.,
Acting Secretary.

[FR Doc. 78-35598 Filed 12-21-78; 8:45 am]

[6740-02-M]

[Docket No. R-406]

MOUNTAIN FUEL SUPPLY CO.

Proposed Amendments to Purchased Gas Cost
Adjustment Provisions

DEc~mEn 11, 1978.
Take Notice that on December 1,

1978, Mountain Fuel Supply Company
(Mountain Fuel) pursuant to Section
154.38 of the Commission Regulations,
under the Natural Gas Act, filed First
Revised Sheet Nos. 3-B and 3-13 to Its
FERC Gas Tariff Original Volume No.
1. Mountain Fuel states that the filed
First Revised Sheet Nos. 3-B and 3-D
relates to the timing of PGA filings to
be made by Mountain Fuel and to the
application of carrying charges on the
end of month balance in Account 191
and is filed pursuant to Commission
Order No. 13 Issued October 18, 1978,
in Docket No. R-406.
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Any person desiring to be heard and
to make any protest with reference to
said filing should on or before Decem-
ber 22, 1978, file with the Federal
Energy Regulatory Commisson,
Washington, D.C. 20426, petitions to
intervene or protests in accordance
with the requirements of the Commis-
sion's Rules of Practice and Procedure
(18 CFR 1.8 or 1.10). All protests filed
with the Commission will be consid-
ered by it but will not serve to make
the protestants parties to the proceed-
ing. Persons wishing to become parties
to a proceeding or to participate as a
party in 'any hearing must file peti-
tions to intervene in accordance with
the Commission Rules. Mountain Fuel
Supply Company's tariff filing is on
file with the Commission and available
for public Inspection.

Kmmr F. PLmMB,
Secretary.

[FR Doc. 78-35615 Filed 12-21-"78; 8:45 am]

[6740-02-M]

[Docket No. R-406]

NATURAL GAS PIPELINE CO. OF AMERICA

Proposed Amendments to Purchased Gas Cost
Adjustment Provisions

D R11, 1978.
Take notice that on December 1,

1978, Natural Gas Pipeline Company
of America (Natural), tendered for
filing proposed changes in its FERC
Gas Tariff, Third Revised Volume No.
1 as follows:

Tenth Revised Sheet No. 119
Third Revised Sheet No. 120
Eighth Revised Sheet No. 120-ZA
Second Revised Sheet No. 120-B
Third Revised Sheet No. 121
Natural states that the proposed

changes, to become effective January
1, 1979 were made to revise Its existing
Puichase Gas Adjustment (PGA),
clause pursuant to the aniended provi-_
sions of Section 154.38 of the Commis-
sion's Regulations that will become ef-
fective January 1, 1979. under FERC
Order Nos. 13, isssued October 18,
1978, and 13-A, issued November 27,
1978, at Docket No. R-406. Revisions
to the existing PGA clause have also
been made to conform it with certain
account numbering charges as set out
in Commission Order No. 6, issued
April 28, 1978, at Docket No. RM77-21.

Copies of this filing were served
upon the Company's jurisdictional
customers and interested state com-
missions.

Any person desiring to be heard or
to protest said filing should file a peti-
tion to intervene or protest with the
Federal Energy Regulatory Commis-
sion, 825 North Capitol Street, N. E.,
Washington, D. C. 20426. in accord-
ance with Section 1.8 and 1.10 of the
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Commission's Rules of Practice and
Procedures (18 CFR 1.8, 1.10). All such
petitions or protests should be filed on
or before December 22, 1978. Protests
will be considered by the Commission
In determining the appropriate action
to be taken by will not serve to make
protestants parties to the proceeding.
Any person wishing to become a party
must file a petition to intervene.
Copies of this filing are on'file with
the Commission and are available for
public inspection..

KENNETH F. PLUMB,
Secretary..

[FR Doe. 78-35616 Filed 12-21-78; 8:4.5 am]

[6740-02-M]

[Docket No. R-406]

NORTHWEST PIPELINE CORP.

Proposed Amendments to Purchased Gas Cost
Adjustment Provisions-

- DEcEMER 11, 1978.
Take notice that on November 30,

1978, Northwest Pipeline Corp.
("Northwest") tendered for filing the
following tariff sheets as part of
Northwest's FIERC Gas Tariff, Origi-
nal Volume No. 1: Second Revised
Sheet No. 60.

As more fully explained in the In-
stant filing, said tariff sheet will, when
accepted for filing and permitted to
become effective, conform Northwest's
Purchased Gas Cost Adjustment Pro-
vision of its Volume No. 1 Tariff to the
guidelines established by the Commis-
sion in Order No. 13 at Docket No. R-
406.

In addition,' to comply with the
Commission's Order at Docket No.
RM79-1, Northwest has advised-the
Commission in the instant filing that
It elects to reflect changes in pur-
chased gas costs through its PGA
clause.

The proposed effective date of the
tendered tariff sheet is January 1,
1979. A copy of this filing has been
served on Northwest's jurisdictional
customers and interested State com-
missions.

Any person desiring to be heard or
to protest said filing should file a peti-
tion to intervene or protest with the
Federal Energy Regulatory Cominls-
sion, 825 North Capitol Street NE.,
Washington, D.C. 20426, in accordance
with sections 1.8 and 1.10 of the Com-
mission's Rules of Practice and Proce-
dure (18 CFR 1.9, 1.10). All such peti-
tions or protests should be filed on or
before December 22, 1978. Protests
will be considered by the Commission
in determining the appropriate action
to be taken, but will not serve to make

'protestants parties to the proceeding.
Any person wishing to become- a party
must file a. petition to intervene.

NOTICES

Copies of this filing are on file with
the Commission and are available for
public inspection.

KENNETH F. PLUM,
Secretary.

UFM Doe. 78-35617 Filed 12-21-78; 8:45 am]

[6740-02-M]

[Docket No. R--406

PACIFIC INTERSTATE TRANSMISSION CO.

Proposed Amendments to Purchased Gas Cost
Adjustment Provisions

DECEMBER 11, 1978.
Take notice that Pacific Interstate

Transmission Company on, December
1, 1978 tendered for filing as part of its
FERC Gas Tariff, Original Volume
No. 2, the following sheets:

First Revised Sheet No. 36.
Second Revised Sheet No. 38.
The proposed effective date of these

tendered tariff sheets is January 1,
1919.

The tariff sheets listed above are
issued pursuant to Order No. 13 issued

'October 18, 1978 in Docket No. R-406.
This order amends the Purchased Gas
Cost Adjustment Provisions in natural
gas pipeline tariffs to provide for the
inclusion of carrying charges on the
balance in the Unrecovered Purchased
Gas Cost Account 191 and related
amounts in Account 283 or 190, as ap-
propriate.

Any person desiring to be heard or
to protest said filing should file a-peti-
tion to intervene or protest with the
Federal Energy Regulatory Commis-
sion, Washington, DC 20462, in accord-
ance with Sections 1.8 and 1.10 of the
Commission's Rules of Practice and
Procedure (18 CFR 1.8, 1.10). All such
petitions or protests should be filed on
or before December 22, 1978. Protests
will be considered by the Commission
in determining the appropriate action
to be. taken, but will not serve to make
protestants parties to the proceeding.
Any person wishing to become a party
must file a petition to Intervene.
Copies of this filing are on file with
the Commission and are available for
public inspection.,

KENNETH F. PLUMs,
Secretary.

[FR Doe. 78-35618 Filed 12-21-78; 8:45 am]

[6740-02-M]

[Docket No. CPI7-7]

PANHANDLE EASTERN PIPE LINE CO.

- Petition'To Amend
DEcEmER 12, 1978.

Take no'tice that onr November 22,
1978, Panhandle Eastern Pipe Line
Company (Panhandle), P.O. Box 1642,

Houston, Texas 77001, filed In Docket
No. CP77-7 a petition to amend the
order of November 24, 1976, In the In-
stant docket (56 FPC) (order) pursu-
ant to Section 7(c) of the Natural Gas
Act and Section 2.79 of the Commis-
slons General Policy and Interpreta-
tions (18 CFR 2.79), to authorize the
continued transportation of natural
gas on behalf of Chemetais Corpora-
tion (Chemetals), all as more fully set
forth in the application which is on
file with the Commission and open to
public inspection.

- It is stated that Chemetals has
agreed to purchase, pursuant to an as-
signment and assumption agreement
dated May 26, 1978, certain, assets
from Diamond Shamrock Corporation
(Diamond), including a manganese
oxide plant near Baltimore, Maryland.
It is stated that Panhandle has been
granted authority by the order to

- transport up to 1,000 Mcf of gas per
day for Diamond's manganese plant. It
is further stated that on August 4,
1978, Panhandle filed a petition to
amend the order to reflect the change
in the gas purchaser resulting from
the sale of the manganese plant from

- Diamond to Chemetals.
In the instant petition to amend,

Panhandle seeks modification of the
order to extend the term of the trans-
portation service for an additional two
years (to November 30, 1980) and to
reduce the volumes of gas to be trans-
ported from ,1,000 Mef per day (the
original maximum daily volume) to a
firm 480 Mcf per day plus 320 Mcf per
day on a best efforts basis.

It is stated that the gas would con-
tinue to be delivered to Panhandle at
Diamond's McKee Plant in Moore
County, Texas, transported-by Pan-
handle with delivery to Columbia Gas
Transmlssion Corporation (Columbia)
at the existing delivery point in Ohio,
and further transported and delivered
by Columbia to Baltimore GaP and
Electric Company (BG&E) which In
turn would deliver to Chemetals. No
additional facilities are necessary to bo
constructed to perform Panhandle's
portion of the service.

It is stated that Panhandle's month-
ly transportation charge for the serv-
ice to be performed for Chemetals
would be $4,238 for the 480 Mcf of gas
transported per day for Chemetals.
Such charge would be subject to In-
crease or decrease by an amount equal
to 29.03 cents per Mcf of gas, If the
volumes transported varies from the
firm volume of 480 Mcf per day, It is
asserted. Panhandle would also retain
12 percent of the volumes delivered 'to
It for compressor fuel usage, It Is indi-
cated.

It is further stated that the modifi-
cations requested are required because
Chemetals faces a projected '45 per-
cent! curtailment by Its supplier for
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the coming winter season. Such a cur-
tailment, it is started, would result in
layoffs in the aforementioned magan-
ese plant, with a concomitant ripple
effect in other industries.

Any person desiring to be heard or
to make any protest with reference to
said petition to amend should on or
before January 2, 1979, file with the
Federal Energy Regulatory Commis-
sion, Washington, D.C. 20426, a peti-
tion to intervene or a protest in ac-
cordance with the requirements of the
Commission's Rules of Practice and
Procedure (18 CFR 1.8 or 1.10) and the
Regulations under the Natural Gas
Act (18 CPR 157.10). All protests filed
with the Commission will be consid-
ered by it in determining the appropri-
ate action to be taken but will not
serve to make the protestants parties
to the proceeding. Any person wishing
to become a party to a proceeding or
to participate as a party in any hear-
ing therein must file a petition to in-
tervene in accordance with the Com-
mission's Rules.

KENNE=H F. PLUMB,
Secretary.

[FR Doc. 78-35599 Filed 12-21-78; 8:45 am]

[6740-02-M]
[Docket No. AP71-119 et all

PANHANDLE EASTERN PIPE LINE CO. ET AL

Order Granting Petition for Relief From Pay-
back Order, Consolidating Proceedings, and
Granting Intervention

DECEMBER 15, 1978.

PRO CEuRAL HISTORY

On May 22, 1978, Anchor Hocking
Corporation (A-H), Docket No. RP74-
31-24, filed a petition for relief from
the Commission's I order of August 31,
1976, dismissing an earlier petition for
extraordinary relief and ordering pay-
back. A-H now seeks reversal of the
payback order.

On August 11, 1978, Hercules Incor-
porated (Hercules), Docket No. TC78-
34, filed a similar petition, requesting
relief from the payback orders issued
in Docket No. RP74-31-22 on October
31, 1974; July 30, 1975; April 1, 1976,
and September 3, 1976.

Both petitioners base their requests
on the allegedly. advantageous treat-
ment afforded to similarly situated
customers on the Panhandle Eastern
Pipe Line Company system (Panhan-
dle). A review of the Commission's ac-
tions in granting relief to Panhandle's

'This proceeding was commenced before
the Federal Power Commission (FPC). By
the joint regulation of October 1, 1977 (10
CFR 1000.1), it was transferred to the
FEC. The term "Commission", when used
in the context of action taken prior to Octo-
ber- 1, 1977, refers to the FPC; when used
otherwise, the reference is to the FERC.

customers from payback obligations
incurred under an unjust and unrea-
sonable interim curtailment plan com-
pels us to grant the requested relief
out of equitable considerations.

The curtailment priority guidelines
of Order No. 467-B, Docket No. R-469
(49 FPC 583), created a distinction be-
tween firm and interruptible pipeline
customers. Both Hercules and A-H
had interruptible contracts with Pan-
handle, and faced complete curtail-
ment under a 467-B plan whenever
Panhandle was required to curtail Its
priority No. 3 customers. The order
issded in Docket No. RP71-119 on No-
vember 6, 1973, implemented a 467-B
type plan on the Panhandle system ef-
fective November 1, 1973.

During the fall of 1973, Panhandle's
interruptible customers filed numer-
ous peititons requesting extraordinary
relief. Many of these interruptible cus-
tomers needed natural gas for their
feedstock or process requirements. At
least six different administrative law
judges presided over hearings on these
peltitions. Many petitioners received
temporary relief pending final Com-
mission action on their petitions for
relief. Most such relief was subject to
a payback requirement, Lem, a future
reduction of gas consumption below a
company's curtailment allocation to
restore the excess gas used during pe-
riods of extreme shortage.

On February 27, 1976, the FPC
issued Opinion No. 754, which pre-
scribed a permanent curtailment plan
for the Panhandle system and which
abolished the firm-interruptible dis-
tinction. It is clear that had this cur-
tailment plan been in effect during
the interim period, Hercules and A-H-
would not have required extraordinary
relief and would not have incurred
payback obligations. We must decide,
therefore, how to treat the payback
obligations incurred by A-H and Her-
cules under the 467-B plan.

A. HmcULEs

On September 4, 1974, Hercules filed
Its extraordinary relief petition. 2 Her-
cules' plant at Louisiana, Missouri pro-
duces anhydrous ammonia, used prin-
cipally in the manufacture of fertiliz-
ers, and ammonlum nitrate prills, an
explosive used to mine coal. By order
issued October 31, 1974 the FPC grant-
ed temporary extraordinary relief for
feedstock and process uses to permit
ammonia production at full capacity.
This relief pending hearing was sub-
ject to a payback condition.

The initial decision 3 provided Hercu-
les with a minimum of 4,600 Mcf of

2Docket No. RP73-31-22.
31nitial Decision by Presiding Administra-

tive Law Judge IUebman, dated July 30.
1975. 54 FPC -. On March 22. 1976,
after Opinion No. 754 Issued. Panhandle re-
duced temporary relief deliveries to Hercu-
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gas per day, subject to a payback con-
dition. This extraordinary relief gas
was delivered subject only to the cur-
tailment priority of Category 1 (resi-
dential and small commercial uses).
The FPC affirmed the initial decision,
dismissed the petition for extraordi-
nary relief as moot, and ordered pay-
back.'

On March 26, 1976, Hercules filed a
complaints requesting waiver of Its
payback obligations in view of Opinion
No. 754, which eliminated the firm-in-
terruptible distinction. The FPC dis-
missed the complaint on April 1, 1976.'

Hercules' application for rehearing
was denied by operation of law, and it
appealed to the U.S. Court of Appeals
for the Third Circuit. Hercules sought
to be excused from further payback
obligations and requested .return of
the gas already paid back.'

The Court held "that all payback
obligations incurred by Hercules as a
result of the firm-interruptible distinc-
tion are now unenforceable."' The
Court added:

In so holding we do not mean to in-
dicate that Hercules is entitled to res-
titution for all Injuries suffered as a
result of Panhandle's unlawful curtai-
ment plan. Unlike rate overcharges
prior allocations of gas under a plan
now found to have been unreasonable
cannot be easily refunded. Not all par-
ties injured as a result of the necessity
to react quickly to the natural gas
crisis can be made whole.'

Upon remand, the FPC released Her-
cules from any further payback obliga-
tion.10' At that time Hercules claims to
have repaid 1,107,000 Mcf of its
1,550,000 Mef extraordinary relief obll-
gations.

B. AxCHOR-HOCxaNG

On December 12, 1974, A-H also
filed a petition for extraordinary
relief," A-H requested relief of 790
Mcf/d to operate the feeders and lehrs

les to the 4.600 Mcf recommended by the
Initial Decision.

4Order Distmsing Petition for Extraordi-
nary Relief and Ordering Payback. Septem-
ber 3. 1976.

'Docket No. EP76-75.
'Order Denying Motion and Request and

Dismissing Complaint. April 1, 1976.
1 HercuZes Inc. v. FP No. 76-1593 Brief

for Petitioner. August 23. 1976, at 34, re-
quested return of "the volumes of gas with-
held from Hercules between April 1, 1976,
and July 31, 1976 pursuanit to Ordering
Clause B of the Commission's April 1, 1976
Order."

8Hercules% Inc. v. FPC 552 P.2d 74, 89 (3
Cir. 1927).

bfMd.
"Order Granting Rehearing, Docket No.

RP7I-119. RP74-31-22, March 8,197.
"Docket No. RP73-31-24. A-H had filed a

previous petition on March 4, 1974. in
Docket No. RP73-31-20. A hearing in that
docket was held on May 30, 1974, and the
Commission approved a settlement In an
order issued July 22, 1974, 52 FPC 199.
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In its Winchester, Indiana glass plant.
The Commission set the petition for
hearing and granted A-H temporary
relief subject to payback.,2

The initial' decision by. Administra-
tive Law Judge MichelLevant reclassi-
fied 290 Mcf/d into priority 2 as ex-
traordinary relief.•13 All temporary and
permanent relief gas was ordered to be
paid back. This initial decision relied
upon the reasoning of Judge Zimmet,
which rejected the firm interruptible
distinction in Panhandle's curtailment
plan.14

On August 31, 1976, the Commission
dismissed A-H's petition for extraordi-
nary relief as moot and' ordered pay-
back of outstanding extraordinary
relief volumes. Of the 47,072 Mcf of
extraordinary relief provided, A-H
claims to have repaid 43,293 Mcf.'

C. THE CONSOLIDATED PARTIES
The Commission consolidated for

hearing a number of extraordinary
relief petitions which were filed by
eleven Panhandle customers. 5 The ini-
tial decision of Administrative Law
Judge William Ellis granted extraordi-
nary relief to four of the nine petition-
ers which remained inthe proceeding,
subject to payback of only those Vol-
umes "utilized in any manner other'
than that specified in the grant .... ,, 16

The Commission's order of March 8,
1977,17 commented favorably upon ex-
tending the payback obligation to in-
clude all relief volumes. However, the
'Commission didfnot order payback-in
light of the Third Circuit decision. As
a result none of the consolidated par-
ties ever paid back any extraordinary
relief gab, unlike the similarly situated
petitioners.

"Order Issued January 24, 1975.
'2Initlal Decision issued -September 24,

1975, 54 F.P.C.-. This temporary relief
was granted to give A-H an opportunity to
convert Its feeders and lehrs to oil.

"Panhandle Eastern Pipe Line Company,
Docket No. RP71-119, Initial Decision
issued August 29, 1975, 54 F.P.C.

"Panhandle Eastern Pipeline Company,
Docket Nos. RP71-119, et al. order Issued
December 14, 1973. The parties ultimately
consolidated were: Southeastern Michigan'
Gas Company, Docket RP74-31-1; E. I. Du
Pont de Nemours and Company, Docket No.
RP74-31-2; Missouri Refractories, Docket
No. RP74-31-4; Central ,Illinois Service
Company, Docket No. RP7431-5; Marble-
head Lime Company, Docket No. RP74-31-
7; Village of Morton, Illinois, Docket No.
RP74-31-10; Mueller Brass Company,
Docket No. RP74-31-11; Battle Creek Gas
Company and the City of Battle Creek,
Michigan, Docket No. RP74-31-13; Ander-
son Clayton & Co., Docket No. RP74-31-15;
City of Monroe City, Missouri, Docket No.'
RP74-31-16; and Hayes-Albion Corp.,
Docket No. RP74-31-17.

"Initial Decision' issued December 30,
1974, Docket RP74-31-1, et al. mlmeo at 67--
68, 52 F.P.C.-.-

"Order Affirming In Part and Modifying
in Part Administrative Law Judges' Initial
Decision, issued March 8,1977.

NOTICES

D. QuAx

Quanex is also an interruptible Pan-
handle customer which sought ex-
traordinary relief from the 467-B
plan. Quanex uses natural gas in the
manufacture, of ' cold-drawn seamless
steel tubing. 8 The Commission grant-
ed Quanex temporary relief subject to
payback. 9- On August 31, 1976, the

-Commission dismissed the Quanex pe-
tition as moot in light of Panhandle's
new curtailment plan but continued
the payback obligation .20

After the Third Circuit's decision,
Quanex petitioned for, relief from its
payback obligations and for the return
of the gas already paid back to Pan-
handle.

The Commission granted the
Quanex petition, and ordered Panhan-
dle to return the extraordinary relief
gas which Quanex had paid back.2

The amount of gas returned was limit-
ed to the amount that Quanex would
have received if the Opinion No. 754
plan had been in effect. As a result, of
the 165,872 Mcf of extraordinary'relief
gas received and paid back by Quanex
since 1974, 153,859 Mcf was to be
added to the Quanex curtailment al-
loction during the course of a twelve
month restitution period."
- In sum, of the interruptible process

use customers: four never were re-
quired to repay their relief gas, one
had all payback volumes returned, and
the two petitioners :A-H & Hercules
have partially repaid their relief vol-
umes. The latter two companies,
through their petitions herein, seek a
return of the volumes they have paid
back Providing a return of their pay-
back volumes would accord A-H and
Hercules treatment similar to that af-
forded other Panhandle interruptible
customers in similar circumstances..

THE PRESENT PETITIONS

Both the Hercules and A-H petitions
rely upon our order in Quanex to justi-
fy the return of the paid back gas.
Both assert that the exact size of the
payback volumes will not be disputed.
Both would'have us order Panhandle
to file a statement of account showing
the extraordinary relief received,
amount paid back and amount which
would 'have been received if the Opin-
ion No. 754 plan had been in effect
during the period. -

The Hercules and A-H petitions
differ in two respects: (1) the amount

"The present' Panhandle "curtailment
plan assigns Category 2 curtailment priority
to Quanex.

"9Order issued January 14, 1974, Docket
No. RP71-119.

=Order Issued, August 31, 1976, 'Docket
No. RP71-119.

2"Order Issued December 14, 1977, Docket
No. TC78-2.

"Ietter from J. T. Kennedy, Vice Presi-
dent,, Panhandle Eastern Pipe Line Compa-
ny, January 11. 1978, filed in Docket No.
TC78-2.

of the volumes to be returned and (2)
the suggested repayment period. The
volumes of gas Which Al-H seeks re-
turned is one-fourth the volume at
issue in Quanex, while Hercules re-
quests return of a volume of gas seven
times greater than the volume ordered
returned In Quanex. As a result, the
A-H petition requests that the gas be
delivered over a 12 month period,
while Hercules suggest a 24 month re-
payment period.

In view of the similarity of Issues
raised by the two petitions, we are con-
solidating both dockets and addressing
both n a single order.

No one has filed a petition to Inter-
vene in Docket No. TC-78-34.Y Gener-
al Motors Corporation (GM) has filed
a timely petition for leave to intervene
in Docket No. RP74-31-24. 2' No other
notice of intervention, protest or peti-
tion to intervene has been filed. GM
opposes the return of the gas which
A-H has already paid back, but GM
'does not request a hearing on the A-H
petition. GM asks that if we decide to
grant relief to A-H, we make clear
that the basis for our decision was an
exercise of administrative discretion
prompted by equitable consideration,
and not required by the Hercules, Inc.
v. FPC decision. We agree.

DIscussIoN

We order the return of payback vol-
umes only as a last resort In our ef-
forts to accord equal treatment to
Panhandle customers. However, an ap-
plcation of the following policy con-
siderations and legal principles to less
compelling facts would not justify this
exceptional remedy.

Payback obligations serve important
public Interests, which are weakened if
payback orders are not ultimately en-
forced. As we have previously noted, a
payback provision "deters exploitation
of extraordinary" relief, prevents
undue advantage going to the recipi-
ent of relief, and partially restores vol-
umes, taken from other customers."P
And as Justice Clark observed, "Not
only does 'common sense' as the Fifth
Circuit states : .., support a payback
but common honesty commands It.'

2
0

In the absence of compelling equitable
considerations, as exist In this case,
these policies would dictate that pay-
back volumes not be returned at the
expense of other pipeline customers.

"Notice of Hercules' petition was pub.
lished In the FEERAL REoiszim on August
21, 1978, 43 FR 37001.

24Notice of this petition was published in
the F ERAL REGISTER on June 12, 1978, 43
FR 25378.
, Texas Eastern Transmission Corpora-

tibn (Carnegie Natural Gas Company),
Opinion No. 716, Docket No. RP74-39-3, De-
bember 16, 1974, 52 FPC 1814 at 1822.

2United States Steel Corp. v. FPC, 175
App. DC 82, 88-89, 533 F2d 1217, 1223-24,
(D.C. Cir., 1976).
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Additionally, we feel finality of
agency decisions tis important, espe-
cially in the context of pipeline cur-
tailments. For example, a distinct pos-
sibility exists in times of a supply
shortage that the delayed restitution
of volumes allocated under interim
plans ultimately found to be unjust
and unreasonable could hinder other-
wise available essential service. Simi-
larly, given the recent trend of price
increases in both natural gas and al-
ternative fuels, restitution measured
in volumes of gas may leave the re-
stored party unjustly enriched, as well
as provide a powerful incentive -for'
parties with payback obligations to
challenge the underlying curtailment
plans in the courts.

A blind application of the doctrine
of res judicata would also bar Hercules
from return of its payback gas. Hercu-
les requested the Court to direct a
returnof the gas,n but the Court de-
clined to order such restitution. The
current Hercules petition seeks pre-
cisely the relief which the Third Cir-
cuit has previously declined to provide.

On the facts presented here, howev-
er, we are compelled to conclude that
equity overrides these concerns. The
Third Circuit decision froze the ex-
traordinary, relief recipients at dispa-
rate stages of repayment;-Only by re-
turning the gas paid back will we place
the petitioners on an equal footing
with the consolidated parties and
Quanex.

We emphasize that this remedy is
appropriate for the unique sequence
of events occurring in the Panhandle
curtailment proceeding. It was one of
the FPC's earliest attempts at balanc-
ing the complex policy concerns posed
by "end-use" curtailment. In addition,
the FPC's asynchronous processing of
petitions for extraordinary relief from
Panhandle's old plan resulted in as-
signments to different administrative
law judges and payback orders issuing
with varying effective dates. Return of
payback gas here should not be viewed
as a precedent to be applied to pay-
back obligations incurred on other
pipeline systems.

REDEEivERY TERMS

Following the reasoning of our deci-
sikon in Quanex, upon which both A-
H and Hercules heavily rely,= this
order does not require that either A-H
or Hercules be compensated for any
gas it may have received and paid back
in excess of what it would have re-
ceived under the Opinidn No. 754 plan.
Following our Procedure in Quanez
we will require Panhandle to file with
the Commission a statement for each
petitioner showing:

: Wote' 7, supra.
"Panhandle Eastern Pipeline Company

(Quanex), Docket No. TC 78-2, Order issued
December 14, 1977, at 7-8.

(1) The volume of gas the petitioner
received In the form of extraordinary
relief during each month It received
such relief;

(2) The volume of gas the petitioner
paid back during each month It paid
back gas received as extraordinary
relief;

(3) The extent, if any, that volumes
delivered to the petitioner, during
months when extraordinary relief was
received, exceeded the amounts of gas
the petitioner would have been enti-
tled to receive if the interim curtail-
ment plan presented in Opinion No.
754 had been In effect.

Again, following our procedure in
Quanez since the extraordinary relief
volumes granted to A-H and Hercules
were to satisfy Priority-3 uses under
the 467-B plan, which uses are now
Priority 2 under Opinlon.No. 754, any
gas returned to either A-H or Hercules
pursuant to this order shall be for Pri-
ority 2 uses only. Hence, neither these
returned volumes, nor gas which
would have been directed to the peti-
tioner's process uses but for the deliv-
ery of these returned volumes, shall be
used in'any priority lower than prior-
ity 2.

The improved supply projections
contained in Panhandle's September
28, 1978, Form 16 filings indicated suf-
ficient gas to accommodate the return
of payback volumes. The volumes to
be returned will be less than 0.2% of
Panhandle's projected supply for the
next twelve months.

To provide A-H and Hercules the
maximum flexibility in utilizing the
return gas, Panhandle shall deliver
this gas, In addition to entitlements
under the Opinion No. 754 plan, as
needed during the 24 months follow-
ing the date this order issues.

The Commission lfnds
(1) It is-in the public interest and

consistent with the purposes of the
Natural Gas Act to grant A-H and
Hercules the relief requested, to the
extent indicated in the text of this
opinion, and as hereinafter ordered.

(2) Good cause exists to consolidate
these proceedings.

(3) Participation by the petitioner to
intervene may be in the public inter-
est.

The Commissioner order"

(A) The petitions for relief filed by
A-H and Hercules are granted to the
extent indicated above, provided that
none of Panhandle's deliveries to A-H
and Hercules are used in a priority
lower than priority 2 of the Opinion

.No. 754 curtailment plan.
(B) Panhandle shall file, within

sixty days from the date of this order,
statements of A-H's and Hercules' ac-
counts as described above.

(C) Docket No. TC78-34 is hereby
consolidated with Docket No. RP74-
31-24.

(D) Gl's petition to intervene is
granted subject to the rules and regu-
lations of the Commissiom Provided,
however, that participation shall be
limited to matters affecting asserted
rights and interests as specificaley set
forth In the petition to intervene: Pro-
vided, futher, that the admission of
such intervener shall not be construed
as recognition by the Commission that
It might be aggrieved because of any
order of the Commission entered in
this proceeding.

By the Commlon.

Lois D. CASBELL,
ActingSecretary.

[FR Doc. 78-35600 Filed 12-21-78; 8:45 am]

[6740-02-M]

[Docket No. R-4061

SOUTHERN NATURAL GAS CO.

Ptoposed Amendments to Purchased Gas Cost
Adjustment Provisions

DEcEIBER 11, 1978.
Take notice that Southern Natural

Gas Company (Southern) on Decem-
ber 1, 1978 tendered for filing pro-
posed changes to Its FERC Gas Tariff,
Volume No. 1. The proposed change
consists of Third Revised Sheet No.
45E.

Southern states that the proposed
changes are in compliance with FERC
Order No. 13 issued October 18, 1978
in Docket No. R-406 providing that
carrying charges pursuant to South-
ern's effective PGA clause on amounts
in Account No. 191 shall be exclusive
of accrued interest and shall give
effect to the principal of interperiod
tax allocation In connection with the
balances recorded in the uirecovered
purchase gas cost account.

Copies of the filing was served upon
the companies Jurisdictional custom-
ers and interested state regulatory
commissions.

Any person desiring to be heard or
to protest said filing should file a peti-
tion to intervene or protest with the
Federal Energy Regulatory Commis-
sion, 825 North Capitol Street, N.E.,
Washington, D.C. 20426, In accordance
with Sections 1.8 and 1.10 of the Com-
mission's Rules of Practice and Proce-
dure (18 CFR 1.8, 1.10). All such peti-
tions or protests should be filed on or
before December 22, 1978. Protests
will be considered by the Commission
In determining the appropriate action
to be taken, but will not serve to make

FEDERAL REGISTER, VOL 43, NO. 247-FRIDAY, DECEMBER 22, 1978

59895



59896

the protestants parties to the proceed-
ing. Any person wishing to become a
party must file a petition to intervene.
Copies of this filing are on file with
the Commission and are available for
public inspection.

KENNETH F.PLumB,
Secretary.

[FR Doe. 78-35619 Filed 12-21-78; 8:45 am]

[6740-02-M]'

[Docket No. R-406]

TENNESSEE GAS PIPELINE CO.

Proposed Amendments to Purchased Gas Cost
Adjustment Provisions

DEcEmER 11, 1978.
Take notice that on December 1,

1978 Tennessee Gas Pipeline Compa-
ny, a Division of Tenneco Inc. (Ten-
nessee), tendered for filing Third Re-
vised Sheet Nos. 213 and 213C to
Ninth Revised Volume No. 1 of its
FERC Gas Tariff. Tennessee states
that the purpose of the revised tariff
sheets, which, are to become effective
on January 1, 1979, is to revise the
PGA clause in Article XXII of the
General Terms and Conditiions of its
tariff to conform to the requirements
of Order No. 13.

Tennessee states that copies of the
filing have been mailed to all its juris-
dictional customers and affected state
regulatory commissions.

Any person desiring to be heard' or
to protest said filing should file a peti-
tion to intervene or protest with the
Federal Energy Regulatory Commis-.
sion, 825 North Capitol Street, N.E.,
Washington, D.C. 20426, in accordance
with Sections 1.8 and 1.10 of the Com-
mission's Rules of Practice and Proce-
dure (18 CFR 1.8, 1.10). All such peti-
tions or protests should be filed on or
before December 22, 1978. Protests
will be consIdered by the Commission
in determining the 'appropriate action
to be taken, but will not serve to make
protestants parties to the proceeding.
Any person wishing to become a party
must file a petition to intervene; .pro-
vided, however, that any person who
has previously filed a petition to inter-
vene in this proceeding is not required
to file a further petition. Copies of
this filing are on file with the Commis-
sion and are available for puflic in-
spection.

KKNNrII F. PLUMB,
Secretary.

[FR Doc. 78-36620 Filed 12-21-78; 8:45 am]

NOTICES

[6740-02-M]
[Docket Nos. RP73-114 (PGA79-1), RP74-24

(DCA79-1), R1P74-73 (RPD79-1) and
RM77-14-

TENNESSEE GAS PIPELINE CO.,A DIVISION OF
TENNECO, INC.

Proposed Rate Change Under Tariff Rate
Adjustment Provisions

-DECEMBER 13, 1978.
Take notice that on November 16,

1978, Tennessee Gas Pipeline Compa-
ny, a Division of Tenneco" Inc. (Ten-
nessee), tendered for filing Twenty-
Third Revised Sheet Nos. 12A and 12B
to Ninth Revised Volume No. 1 of its
FERC Gas Tariff to be effective on
January 1, 1979.

Tennessee states that the purpose of
the revised tariff sheets is to adjust
Tennessee's rates pursuant to Articles
XXIII, XXIV, XXV and XXVII of the
General Terms and Conditions of its
FERC Gas Tariff, consisting of a PGA
rate adjustment, a rate adjustment to
reflect curtailment demand charge
credits, an R&D adjustment, and a
GRI rate adjustment..

Tennessee, states that copies of the
filing have been mailed to all its juris-
dictional customers and affected state
regulatory commissions.

Any person desiring to be heard or
to protest said filing should file a peti-
tion to intervene or protest with the
Federal Energy Regulatory Commis-
sion, 825 North Capitol Street NE.,
Washington, D.C. 20426, in accordance
with Sections'1.8 and 1.10 of the Com-
mission's Rules of Practice and Proce-
dure (18 CFR 1.8, 1.10). All such peti-
tions or protests should be filed on or
before December 19, 1978. Protests
will be considered by the Commission
in determiningthe appropriate action
to be taken, but will not serve to make
protestants parties to the proceeding.
Any person wishing to become a party
must file aL petition to intervene; pro-
vided, 'however, that any person who
has previously filed a petition to inter-
vene in this proceeding is not required
to file a further petition. Copies of
this filing are on file with the Commis-
sion and are available for public in-
spection.

KENN F. PLUMB,
Secretary.

[FR Doc. 78-35601 Filed 12-21-78; 8:45 aml

[6740-02-M]
-"- [Docket Nos. RP73-1f4 (PGA79-1a)]

TENNESSEE GAS PIPELINE CO., A DIVISION OF
TENNECO, INC.

PGA Rate Increase

DECEMBER 13, 1978.
Take notice that on November 30,

1978, Tennessee Gas Pipeline Compa-
ny, a Division of Tenneco Inc. (Ten-
nessee), tendered for filing Substitute

Twenty-Third Revised Sheet Nos. 12A
and 12B to Ninth Revised Volume No.
1 of its FERC Gas Tariff to be effec-
tive on January 1, 1979.

Tennessee states that the purpose of
the revised tariff sheets Is to revise Its
November 16, 1978 filing in these
dockets to reflect the prices resulting
from the Natural Gas Policy Act of
1978 and the Commission's Regula-
tions thereunder. Tennessee states
that in all other respects the Instant
filing reflects the same rate adjust-
ments as were reflected in the NoVem-
ber 16, 1978 filing.

Tennessee states that copies of thb
filing have been mailed to all of Its ju-
risdictional customers and affected
State regulatory commissions.

Any person desiring to be heard or
to protest said filing should file a peti-
tion to intervene or protest with the
Federal Energy Regulatory Commls-
sion, 825 North Capitol Street NE,
Washington, D.C. 20426, in accordance
with sections 1.8 and 1.10 of the, Com-
mission's Rules of Practice and Proce-
dure (18 CFR 1.8, 1.10). All such peti-
tions or protests should be filed on or
before December 19, 1978. Protests
will be considered by the Commission
in determining the appropriate action
to be taken, but will not serve to make
protestants parties to the proceeding.
Any person wishing to become a party
must file a petition to intervene; pro-
vided, however, that any person who
has previously filed a petition to Inter-
vene In this proceeding Is not required

'to file a further petition. Copies of
this filing are on file with the Commis,
sion and are available for public In-
spection.

KENNETH F. Pluis,
Secretary,

(FR Doe. 78-35602 Filed 12-21-78: 8:45 am]

[6740-02-M]

[Docket No. R-406]

TEXAS EASTERN TRANSMISSION CORP.

Proposed Amendments to Purchased Gas Cost
Adjustment Provisions

DEcEMBER 11, 1978.
Take notice that Texas Eastern

Transmission Corporation on Decem-
ber 1, 1978, tendered for filing as part
of its FERC Gas Tariff, Fourth Re-
vised Volume No. 1, the following
sheets:

Second Revised Sheet No. 102
Second Revised Sheet No. 102A
First Revised Sheet No. 106
First Revised Sheet No. 107
First Revised Sheet No. 108
First Revised Sheet No. 109
First Revised Sheet No. 110
First Revised Sheet No. 111
Third Revised Sheet No. 112
First Revised Sheet'No. 113
These revised sheets are being Issued

pursuant to the Commission's Order
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No. 13 issued October 18, 1978 in
Docket No. R-406. Texas Eastern sub-
mits that the revisions reflected on
the above listed tariff sheets are in
full compliance with the Commission's
requirements for such PGA clause as
prescribed in Order No. 13 and as
modified by Order No. 13-A issued No-
vember 27, 1978.

The above tariff sheets designated
as Second Revised Sheet Nos. 102 and
102A are being revised for the sole
purpose of conforming the effective
dates for filings under Texas Eastern's
DCA provision with Texas Eastern's
PGA clause as prescribed in Order No.
13.

The proposed effective date of the
above tariff sheets is January 1, 1979.

Copies of the filing were served upon
the company's jurisdictional custom-
ers and interested state commissions.

Any person desiring to be heard or
to protest said filing should file a peti-
tion to intervene or protest with the
Federal Energy Regulatory Commis-
sion, 825 North Capitol Street NE.,
Washington, DC 20426, in accordance
with Secitons 1.8 and 1.10 of the Com-
mission's Rules of Practice and Proce-
dure (18 CFR 1.8, 1.10). All such peti-
tions or protests should be filed on or
before -December 22, 1978. Protests
will be considered by the Commission
in determining the appropriate action
to be taken, but will not serve to make
protestants parties to the proceeding.
Any person wishing to become a party
must file a petition to intervene.
Copies of this filing are on file with
the Commission and are available for
public inspection.

-KinnEM F. PLUMB,
Secretary.

EFR Doc. 78-35621 Filed 12-21-78; 8:45 am]

[6740-02-M]

[Docket No. CP79-117]

TEXAS SEA RIM PIPELINE, INC.

Petition for Declaratory Order

DEc uBR 14,,1978.
Take notice that on December 11,

1978, Texas Sea Rim Pipeline, Inc.
(Petitioner), P.O. Box 1521, Houston,
Texas 77001, filed in Docket No. CP79-
117 a petition pursuant to Sectidn
1.7(c) of the Commission's Rules of
Practice and Procedure (18 CFR
1.7(c)) for a declaratory order finding
that (1) Petitioner is an intrastate
pipeline within the meaning of Section
2(16) of the Natural Gas Policy Act of
1978 (NGPA) and (2) the natural gas
transportation service proposed by Pe-
titioner for Natural Gas Pipeline Com-
pany of America (Natural) would be a
non-jurisdictional transportation serv-
ice under Section 311(a)(2) of the
NGPA, all as more fully set forth in

NOTICES

the petition on file with the Commils-
sion and open to public inspection.

Petitioner states that It is a wholly-
owned subsidiary of The Superior Oil
Company (Superior) and would own
and operate pipeline facilities connect-
ing an offshore platform in State

'Tract 14-L. Jefferson County, Texas,
with a condensate reseparation facility
approximately three miles west of
Sabin Pass, Texas. Peitioner Indicates
that Superior has contracted with
Natural for the sale of Superiors por-
tion of the production from the Block
14-L platform and has pending before
the Commission in Docket No. CI78-
1030 an application for a certificate
authorizing such sale and the con-
struction of approximately 15 miles of
pipeline from the platform to the rese-
paration plant. It is asserted that
these facilities would be used to trans.
port only gas sold in Interstate com-
merce for resale and would be owned
and operated by Petitioner.

The petition ndicates further that
the State of Texas (Texas) has elected
to take Its royalty gas in kind and that
it has contracted with an intrastate
pipeline, United Texas Transmission
Company (UTTCO), for the sale of
this gas in Intrastate commerce. Peti-
tioner states that it would own and op-
erate pip6line facilities, separate and
apart from those which are the sub-
ject of the application in Docket No.
CI78-1030, which facilities would also
connect the Block 14-L platform to
the reseparation plant and that, upon
completion, which Is anticipated to be
by December 31, 1978, Petitioner
would operate such facilities as an in-
trastate pipeline.

It is asserted that production from
the Block 14-L platform is now sched-
uled to commence on or about Janu-
ary 1, 1979; however, all of the facili-
ties necessary to accomplish the sub-
ject transportation arrangements are
not in place and cannot be in place by
January 1, 1979. Thus, petitioner
states that even though its intrastate
facility would be operational by Janu-
ary 1, 1979, Texas' gas cannot be
transported to its Intrastate purchas-
er, U'TCO. It is Indicated that be-
cause of this short-term inability to
deliver Its share of gas from the Block
14-L platform, Texas has entered Into
a balancing agreement with Superior
under which all of the gas produced
from the platform would be attributed
to Superiors interest, pending comple-
tion of the onshore facilities necessary
for delivery to UTTCO. However, no
interstate facilities are currently avail-
able for the transportation of these
volumes to Natural's facilities and the
only facilities that would be available
to transport the additional Block 14-L
production for Natural are Petitioner's
facilities designfed to transport Texas'
royalty gas to the intrastate market.

59897

Accordingly, Petitioner proposes to
transport said gas for Natural to the
latter's existing onshore system, pre-
vided Petitioner is assured that such
transportation would not subject its
facilities designed for intrastate use to
the Commission's Jurisdiction.

An person desiring to be heard or
to make any protest with reference to
said petition should on or before Janu-
ary 2, 1979, file with the Federal
Energy Regulatory Commission,
Washington, D.C. 20426, a petition to
intervene or a protest In accordance
with the requirements of the Commis-
sion's Rules of Practice aid Procedure
(18 CFR 1.8 or 1.10). All protests flied
with the Commission will be consid-
ered by It in determining the appropri-
ate action to be taken but will not
serve to make the protestants parties
to the proceeding. Any person wishing
to become a party to a proceeding or
to participate as a party in any hear-
ing therein must file a petition to in-
tervene In accordance with the Com-
mission's Rules.

KENN=r F. PLUMB,
Secretary.

EFR Doe. 78-35603 Filed 12-21-78; 8:45 am]

[6740-02-M]

[Docket No. R-4061

TRANSCONTINENTAL GAS PIPE LINE CORP.

Proposed Amendments to Purchased Gas Cost
Adjustment Provisions

DEcaMmE 11, 1978.
Take notice that Transcontinental

Gas Pipe Line Corporation (Transco)
on December 1, 1978, tendered for
filing First Revised Sheet No. 247 and
Second Revised Sheet Nos. 245 and
249 to Its FERC Gas Tariff, Second
Revised Volume No. 1 to become effec-
tive January 1, 1979.

Transco states that the purpose of
the filing is to revise Transco's PERC
Gas Tariff in order to comply with the
requirements prescribed in Commis-
sion Order No. 13 issued October 28,
1978 in Docket No. R-406. Sheet No.
247 reflects the prescribed tracking
dates of March I and September 1
under Transco's Purchase Gas Adjust-
ment (PGA) clause and Sheet No. 249
provides for the principles of interper-
lod Income tax allocation In the deter-
mination of carrying charges on bal-
ances in FERC Account No. 191-Un-
recovered Purchased Gas Cost Ac-
count. Sheet No. 245 is being fied to
provide that any rate adjustments to
be made effective subsequent to Feb-
ruary 1. 1979 to "track" curtailment-
related credits shall become effective
on the same dates as changes in rates
under Transco's PGA clause. Pursuant
to the Settlement Agreement ap-
proved by the Commisson in Trans-
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co's Docket Nos. RP76-136 and-RP77-
26, Transco made a one-time rate ad-
justment in Docket Nos. RP76-136 and
RP77-26, RP72-99 (DCA No. 78-3) to
be effective for the period August 1,
1978 through January 31, 1979 in con-
nection with the approved switch from
a deferred method of recovery of cur-
tailment-related credits to a current
method of recovery. - Therefore,
Transco states that it will file a rate
reduction to be effective February 1,
1979 to reflect the termination of this
one-time rate adjustment.

The Company states that copies of
the filing have been mailed to each of
its Jurisdictional customers and inter-
ested State Commissions.

Any person desiring to be heard or
to protest said filing should file. a peti-
tion to intervene or'protest with the
Federal Energy Regulatory Commis-
sion, 825 North Capitol Street, N.E.;
Washington, D.C. 20426, in accordance
with Sections 1.8 and 1.10 of the Com-
mission's Rules of Practice and Proce-
dure (18 CFR 1.8, 1.10). All such peti-
tions or brotests should be filed on or
before December 22, 1978. Protdsts
will be considered by the Commission
in determining the appropriate action
to be taken, but will not serve to make
protestants parties to the proceeding.
Any person wishing to become a party
must file a petition to intervene.
Copies of this filing are on file with
the Commission and are available for
public Inspection.

KENNETH F. PLUMB.
Secretary.

CFR Doc. 78-35623 Filed 12-21-78; 8:45 am]

[6740-02-M]

(Docket No. R-4063

TRANSWESTERN PIPELINE CO.

.Proposed Amendments to Purchased Gbs Cost
Adustment Provisions

DECEBR 11, 1978.
Take notice that Transwestern Pipe-

line Company (Transwestern) on De-
cember 1, 1978, tendered for filing as
part of its FERC Gas Tariff, Second
Revised Volume No. 1, the following
sheets:

Revised Second Revised Sheet No. 74
First Revised Sheet No. 75
Second Revised Sheet No. 76
These revised sheets are being issued

pursuant to the Commission's Order
No. 13 issued October 18, 1978 in
Docket No. R-406. Transwestern sub--
.mts that the revisions reflected on
the above listed tariff sheets are in
lull compliance with the Commission's
requirements for such PGA clause as
prescribed in Order No. 13 and as
modified by Order No. 13-A issued No-
vember 27, 1978.

NOTICES

The prop6sed effective date of these
tariff sheets is January 1, 1979.
. Copies of the filing were served upon
the company's jurisdictional custom-
ers and interested state commissions.

Any person desiring to be heard or
to protest said filing should file a peti-
tion to intervene or protest with the
Federal Energy Regulatory Commis-
sion, 825 North Capitol Street, NE.,
Washington, D.C. 20426, in accordance
with Sections 1.8 and 1.10 of the Com-
-mission's Rules of Practice andProce-
dure (18 CFR 1.8, 1.10). All such peti-
tions or protests should be filed on or
before December 22, 1978. Protests
will be considered by the Commission
in determining the appropriate action
to be taken, but will not serve to make
protestants parties to the proceeding.
Any person wishing to become a party
must file a petition to, intervene.
Copies of this filing are on file with
the Commission and are available for
public inspection.

KENN= F. PLUMB,
/ Secretary.

[FR Doc. 78-35622 Filed 12-21-78, 8:45 am]

[6740-02-M]

-[Docket No. RP73-94 (PGA79-1)]

VALLEY GAS TRANSMISSION, INC.

PGA Rate Increase
* DECEMBER 13, 1978.

Take notice that on December 1,
1978, Valley- Gas Transmission, Inc.
("Valley"), submitted for filing as part
of its FERC Gas Tariff, Original
Volume No. 1, its proposed "Four-
teenth Revised Sheet No. 2A!. The
proposed effective date is January 1,
1979.

Valley states thatL this tariff sheet is
filed pursuant to its currently effec-
tive Purchased Gas Cost Adjustment
Provision. The proposed changes in-
volve Valley's "Current Surcharge Ad-
justment" and "Current Gas Cost Ad-
justment." The-adjustments are sup-
ported by computations attached to
the filing.

Valley also requests waiver of the
provisions of its currently effective
PGA clause so. that it may recover the
amounts in its Deferred Account in
the four-month period January
through April, 1979, rather than the
six-month period January through
June, 1979, which would normally be
used. Valley asserts that this proposal
is consistent with the change required
in its PGA clause by OrderNos. 13 and
13-A which will shorten the effective
time period of the proposed rates from
six months under the currently effec-
tive PGA.clause to four months under
-the new clause.

Any person desiring to be heard or
to protest said application should file

a petition to intervene or protest with
the Federal Energy Regulatory Coin-
mission, 825 North Capitol Street,
N.E., Washington, D.C. 20426, In ac-
cordance with Sections 1.8 and 1.10 of
the Commissloi's Rules of Practice
and Procedure (18 CFR 1.8, 1.10). All'such petitions or protests should be
filed on or before December 19, 1978.
Protests will be considered by the
Commission In determining the appro-
-priate action to be taken, but will not
serve. to make protestants parties to
the proceedings. Any person wishing
to become a party must file a petition
to intervene. Copies of the filing are
on file with the Commission and avail-
able for public inspection.

KENNETHi F. PLUMB,
Secretary.

EFR Doc. 78-35604 Filed 12-21-78; 8:45 am

[6740-02-MI

[DocketNo. R-4061

VALLEY GAS TRANSMISSION, INC.

Proposed Changes to FERC Gas Tariff

DECEMBER 13, 1978.
Valley Gas Transmission, Inc.

("Valley"), on December 1, 1978, sub-
mitted for filing as part of Its FERC
Gas Tariff, Original Volume No. 1, the
following tariff sheets:

First Revised Sheet No. 177
First Revled Sheet No. 178
First Revised Sheet No. 179
First Revised Sheet No. 180
Original Sheet No. 180A
Original Sheet No. 18DB
Valley states that these tariff sheets

comply with the requirements of the
Comihission's Order Nos. 13 and 13-A
by changing the dates on which Valley
will file its future PGA adjustments
and by providing for carrying charges
on the balances In the Deferred Ac-
count.

The proposed effective date is Janu-
ary-1, 1979.

Any person desiring to be heard or
to protest said application should file
a petition to intervene or protest with
the Federal Energy Regulatory Com-
mission, 825 North Capitol Street, NE,
Washington, D.C. 20426, in accordance
with sections 1.8 and 1.10 of the Com-
mission's Rules of Practice and Proce-
dures (18 CFR 1.8 or 1.10). All such pe-
titions or protests should be filed on
or before December 19, 1978. Protests
will be considered by the Commission
in determining the appropriate action
to be taken, but will not serve to make
the protestants parties to the proceed-
ing. Any person wishing to become a
party to a proceeding or to participate
as a party in any hearing therein must
file a petition to intervene. Copies of
the filing are on file with the Commis-
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sion and available for public inspec-
tion.

KxMM=r F. PUMB,
Secretary.

[FR Doc. 78-35624 Filed 12-21-78; 8:45 am]

16740-02-M]

[Docket Nos. RP74-85 and R-406]

WESTERN GAS INTERSTATE CO.

Proposed Changes to FERC Gas Tariff

DEcEMBER 13, 1978.
Western Gas Interstate Company

("Western"), on December 1,- 1978,
submitted for filing as part of its

ERC Gas Tariff the following tariff
sheets:
Original Volume No. 1-

Eleventh Revied Sheet No. 3A
Second Revised Sheet No. 33
Second Revised Sheet No. 33A
Second Revised Sheet No. 33B
Third Revised Sheet No. 33C

Western states that -these tariff
sheets, inter alia, comply with the re-
quirements of the Commission's Order
Nos. 13 and 13-A by changing the
dates on which Western will file its
future PGA adjustments and by pro-
viding-for carrying charges on the bal-
ances in the Deferred Account.

In addition, Western states that .it
has made other changes to its PGA
clause to reflect certain editorial
changes, revisions in the Commission's
Regulations promulgated by Order
No. 15, and the addition of Rate
Schedule G-R applicable to a newly
certificated service.

The proposed effective date is Janu-
ary 1, 1979.

Any person desiring to be heard or
to protest said application should file
a petition to intervene or protest with
the Federal Energy Regulatory Com-
mission, 825 North Capitol Street,
N.E., Washington, D.C. 20426 in ac-
cordance with the Sections 1.8 and
1.10 of the Commission's Rules of
Practice and Procedures (18 CFR 1.8
or 1.10). All such petitions or protests
should be filed on or before December
19, 1978. Protests will be considered by
the Commission in determining the
appropriate action to be taken, but
will not serve to make the protestants
parties to the proceeding. Any person
wishing to become a party to a pro-
ceeding or to participate as a party in
any hearing therein must file a peti-
tion to intervene. Copies of the filing
are on file witl: the Commission and
available for public inspection.

KENw=T F. PLUMB,
Secretary.,

[FR Doc. 78-35625 Filed 12-21-78; 8:45 am]

[6740-02-M]
Federal Energy Regulatory Commission

[Docket No.CP76-506]

COLUMBIA GAS TRANSMISSION CORP.

Petition To Amend

DEcEEnR 12, 1978.
Take notice that on October 30,

1978, Columbia Gas Transmission Cor-
poration (Columbia), 1700 Mac Corkle
Avenue SE., Charleston, West Virginia
25314, filed in Docket No. CP76-506,' a
petition to amend the order issued No-
vember 24, 1976, in said docket, pursu-
ant to Section 7(c) of the Natural Gas
Act and Section 2.79 of the Commis-
sion's General Policy and Interpreta-
tions (18 CFR 2.79) so as to extend for
two years the authorization to trans-
pdrt natural gas for Diamond Sham-
rock Corporation (Diamond), all as
more fully set forth in the petition to
amend which Is on file with the Com-
mission and open to public inspection.

It is stated that service pursuant to
the order of November 24, 1976, com-
menced November 30, 1976. By an as-
signment and assumption agreement,
dated May 26, 1978, Diamond assigned
all of its rights and delegated all of Its
duties contained in the gas transporta-
tion agreement b~tween Columbia and
Diamond. dated July 22, 1976, to Che-
metals Corporation, it Is said. Colum-
bia consented to such assignment and
delegation and by Petition filed June
8, 1978, requested the Commission to
issue an amendment to the certificate
of public convenience and necessity
issued herein on November 24, 1976,
authorizing the transportation of nat-
ural gas for Chemetals, It is said.

It is stated that the gas transporta-
tion agreement between Columbia and
Chemetals, by virtue of assignment,
was for a term of two years and there-
after on a year to year basis. Cheme-
tals has requested that Columbia
extend the transportation service for
an additional two-year term and Co-
lumbia has agreed to this request, It is
said.

It is stated that the gas to be trans-
ported would be purchased by Cheme-
tals from Diamond from wells located
in Lipscomb County, Texas, at a cost
of $1.75 per Mcf. Gas with a heating
value of more or less than 1,000 Btu
per cubic foot would result in either
an increase or decrease In price, It is
said. Columbia would receive the gas
at an existing point of delivery located
in Lucas County, Ohio from Panhan-
dle Eastern Pipe Line Company, trans-
port and deliver such gas'bn an inter-

'This proceeding was commenced before
the FPC. By joint regulatlon of October 1.
1977 (10 CFR 100.1). it was transferred to
the FERC.

ruptible basis to Baltimore Gas and
Electric Company (BG&E), for the ac-
count of Chemetals, It is said. By
letter dated July 3, 1978, BG&E has
indicated that Chemetals- would be
forced to shut down if replacement gas
presently available to them is not re-
newed or delivered, It is said.

Any person desiring to be heard or
to make any protest with reference to
said peition to amend should on or
before January 2, 1979, file with the
Federal Energy Regulatory Commis-
sion. Washington, D.C. 20426, a peti-
tion to intervene or a protest in ac-
cordance with the requirements of the
Commission's Rules of Practice and
Procedure (18 CFR 1.8 or 1.10) and the
Regulations under the Natural Gas
Act (18 CFR 157.10). All protests filed
with the Commission will be consid-
ered by It in determining the appropri-
ate action to be taken but will not.
serve to make the protestants parties
to the proceeding. Any person wishing
to become a party to the proceeding or
to participate as a party in any hear-
ing therein must file a petition to in-
tervene in accordance with the Com-
mission's Rules.

KENN= F. PLUM,
Secretary

[FR Doc. 78-35591 Filed 12-21-78; 8.45 am]

[6740-02-M]

[Docket No. CP77-401

EL PASO NATURAL GAS CO.

Amendment

DzcEwmBR 11, 1978.
Take notice that on November 7,

1978, El Paso Natural Gas Company
(El Paso), P.O. Box 1492. El Paso,
Texas 79978, filed in Docket No. CP77-
40 an amendment to Its pending appli-
cation for a certificate of public con-
venience and necessity, pursuant to "
Section 7(c) of the Natural Gas Act so
as to provide for the establishment of
a new delivery point between El Paso
and The Energy and Minerals Depart-
ment of the State of New Mexico
(EMD), all as more fully set forth in
the amendment which is on file with
the Commission and open to public in-
spection

El Paso states that on October 26,
1976,' It filed an application with the
Commission for a certificate of public
convenience and necessity authorizing
the transportation and delivery by El
Paso of up to 10,000 Mcf per day of
natural gas in interstate commerce,
for the account of the EMD, to certain
gas distributors designated by the
EMD at various existing points of de-

'ThEs proceeding was commenced before
the FP. By Joint resolution of October 1,
1977 (10 CFR 1000.1). It was transferred to
the FERC.
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livery located on El Paso's interstate
pipeline ,system within the State of
New Mexico, pursuant to a gas trans-
portation agreement dated July 16,
1976, between El Paso and the EMD.

El Paso further states that the sub-
ject natural gas constitutes royalty gas
purchased by the EMD from the .Com-
nissioner of Public Lands of the State
of New Mexico from certain wells lo-
cated within that state and that the
quantities of natural gas proposed to
be transported and delivered are sold
by the EMD to designated gas distrib-
utors pursuant to supplemental gas
siles agreements between the EMD
and the distributors, individually. In
addition, El Paso requested budget-
type authorization in Docket No.
CP77-40 to permit, from time to time,
the attachment to El Paso's. pipeline
system of future supplies of natural
gas for transportation in accordance
with the transportation agreement, it
is said.

The EMD has informed El Paso that,
it has entered into a supplemental ga'
sales agreement dated July 18, 1978,
with the City of Socorro, New Mexico
(City of Socorro), providing for the
sale by the EMD and purchase by the
City of Socorro of supplemental natu-
ral gas supplies, which the EMD de-
sires El Paso to transport through El
Paso's interstate pipeline system for
resale and ultimate consumption of
the City of Socorro's authorized New
Mexico service area, it is stated. The
term of the supplemental gas sales
agreement is for three years-commene-
ng on the date of first deliveries, and.
year-to-year thereafter subject to ter-
mination by either the EMD or the
City of Socorro upon due notice to the
other party, It is said.

Therefore, El Paso states that it
hereby amends its application filed
October 26, 1976, to request authoriza-
tion for the City of Socorro as a new
delivery point.

El Paso states further that it and
the EMD have- executed a revised Ex-
hibit B to the transportation agree-
ment to reflect the proposed addition-
al delivery point necessary for the de-
livery of natural gas by El Paso to the
City of Socorro for the account of the
EMD. El Paso states it has constructed
and now operates, as a part of its in-
terstate pipeline system, tap, regulat-
ing and metering facilities necessary
to deliver natural gas to the City of
Socorro, and it intends to utilize such
facilities for the proposed delivery of
natural gas to the City of Socorro for
the EMID's account. It is further as-
serted that as set forth in: the supple-
mental gas sales agreement dated July
18, 1978, between the EMD and the
City of Socorro, El Paso would deliver
up to 300 Mcf of natural gas per day
to the City of Socorro for the account
of the EMD.

NOTICES

Any person desiring to be heard or
to make any protest with reference to
said amendment should on or before
January 2, 1979, file with the Federal
Energy Regulatory Commission,
Washington, D.C. 20426, a petition to
intervene or a protest in accordance
with the requirements of the Commis:
sion's Rules of Practice and Procedure
(18 CFR 1.8 or 1.10) and the Regula-
tions under the Natural Gas Act (18
CFR 157.10). All protests filed with
the Commission.will be considered by
it in determining the, appropriate
action to be taken, but will not serve
to-make the protestants parties to the
proceeding. Any person wishing to
become -a party to a proceeding or to
participate as a party in any hearing
therein must file a petition to inter-
vene in accordance'with the Commis-
sion's Rules.

-KENNETH F. PLUM,
- Secretary.

[FR Doe: 78-35592 Filed 12-21-78; 8:45 am]

[6740-02-M]
[Docket-Nos. C177-145, CI77-148 and C177-

192]

FREEPORT OIL CO.

Petition To Amend Certificates of Public Con-
venieice and Necessity and Redesignate
Rate Schedules,

- DECEMBER 13, 1978.
Take notice- that on June 28, 1978,

Freeport Oil Company (Freeport) P.O.
Box 3038, Midland, Texas 79702, filed
in Docket Nos. C177-145, C177-148 and
CI77-192, a, peton to -amend certifi-
cates of public convenience and redes-
ignate rate schedules, which such cer-
tificates and such rate schedules are in
the name of either Freeport Minerals
Company (Freeport Minerals) or Free-
port Oil Company, a division of Free-
port Minerals (Freeport Division), to
show that Freep6rt Oil Company, a
Delaware corporation, as certificate
holder. .

Effective November 1, 1977, Freeport
Minerals incorporated Freeport ,as a
wholly-owned subsidiary and caused to
be assigned to Freeport all of the
properties covered by the rate sched-
ules from which Freeport Minerals

.and Freeport Division were making
sales of gas as a result of a corporate
restructuring.

- It appears reasonable-and consistent
with the public interest-in this case to
prescribe a period shorter than 10
days for the filing of protests and peti-
tions to intervene. Therefore, any
person desiring to be heard or to make
any protest with reference to said ap-
plication should on of before Decem-
ber 22, 1978, file with the Federal
Energy, Regulatory Commission,
Washington, D.C. 20426, a petition to

intervene or a protest in accordance
with the requirements of the Commis-
sion's Rules of Practice and Procedure
(18 CFR 1.8 or 1.10). All protests filed
with the Commission will be consid-
ered by It in determining the appropri-
ate action to be taken but will not
serve to make the protestants parties
to the proceeding. Any person wishing
to become a party to a proceeding or
to participate as a party in any hear-
ing therein must file a petition to in-
tervene in accordance with the Com-
mission's Rules.

Take further notice that, pursuant
to the authority contained ,in and sub-
ject to the jurisdiction conferred upon
the ,Federal Energy Regulatory Com-
mission by Sections 7 and 15 of the
Natural Gas Act and the Commission's
Rules of Practice and Procedure, a
hearing will be held without further
notice before the Commission on this
application if no petition to intervene
is filed within the time required
herein, If the Commission on its own
review of the matter finds that a grant
of the certificate is required by the
public convenience and necessity.-If a
petition, for leave to intervene is
timely filed, or if the Commission on
its own motion believes that a formal
hearing is required, further notice of
such hearing will be duly given.

Under the procedure herein pro-
vided for, unless otherwise advised, it
will be unnecessary for Applicant to
appear or be repiesented at the hear-
ing.

KENNETH F. PLUMB,
Secretary.

EFR Doe. 78-35593 Filed 12-21-78; 8:45 am]

[6740-02-M]

[Docket No. RP76-148 (P0A79-1)]

GAS GATHERING CORP.

Corrected Proposed Change In Rates Under
Purchased Gas Adjustment Clause Provision

DECEMBER 13, 1978.
Take notice that Gas Gathering Cor-

poration (GGC), on November 10,
1978, tendered for filing proposed
changes in Its F.E.R.C. Gas Tariff pro-
viding for increased charges to Trans-
continental Gas Pipe Line Corporation
(Transco), its sole Jurisdictional cus-
tomer, under GGC's PGA clause. The
proposed changes would increase the
rate charged Transco by 51.84007
cents per Mcf over those rates present-
ly in effect. The proposed rates are
proposed to be made effective on Jan-
uary 1, 1979. GGC states that the
filing ismade to allow it to recover in-
creased current costs of purchased gas,
and to permit It to recover the balance
of its Unrecovered Purchased Gas
Cost Account as of September 30, 1978
through a six-month surcharge.
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Since the time of its filing of Novem-
ber 10, 1978, GGC states that it has
been informed by Amoco Production
Company that deliveries to GGC
under Rate Schedule No. 560, Supple-
ment No. 19, will not qualify for the
156.3862 cents per Mcf price author-
ized by Letter Order dated August 11,
1978, OPPR-832 (3663) Amoco Produc-
tion Company, effective April 1, 1978,
as GGC had previously thought to be
the case. Accordingly, GGC submitted
a correction to its original filing for
the proposed increase to be made ef-
fective on January 1, 1979. As so cor-
rected, GGC requests a rate increase
of 12.63167 cents per Mcf over those
rates presently in effect.

Accordingly, GGC submitted for
substitution:

(a)-Substitute Exhibit A (Substitute
Third Revised Sheet No. 8 of 8, Sup-
plement No. 24 to Rate Schedule No.
2)

(b) Revised Exhibit B, pages 1, 4, 5
and 6 of 6 (A recomputation of the
currerit and surcharge adjustments)

GGC requests that these substitute
exhibits be considered as though filed
on November 10, 1978, and that the
proposed increase as so corrected be
made effedtive under the terms previ-
ously requested.

A copy of the filing has been served
upon Transco.

Any person desiring to be heard or
to protest said filing should file a peti-
tion to intervene or protest with the
Federal Energy Regulatory Commis-
sion, 825 North Capitol Street, N.E.,
Washington, D.C. 20426, in accordance
with Sections 1.8 and 1.10 of the Com-
mission's Rules of Practice and Proce-
dure (18 CFR 1.8, 1.10). All such peti-
tions or protests should be filed on or
before December-20, 1978. Protests will
be considered by the Commission in
determining the appropriate action to
be taken but will not serve to make
protestants parties to the proceeding.
Any person wishing to become a party
must file a petition to intervene.
Copies of this filing are on file with
the Commission and are available for
public inspection.

KENNETH F. PLum,
'Secretary.

IFR Doc. 78-35594 Filed 12-21-78; 8:45 am]

[6740-02-M]

(Docket No. RP73-17 (PGA79-1)]

GRANITE STATE GAS TRANSMISSION, INC.

PGA Rate Increase

DEcEMBER 13, 1978.
Take notice that Granite State Gas

Transmission, Ifc. (Granite State), 66
Market Street- (P.O. Box 508), Ports-
mouth , New Hampshire 03801, on No-
vember 30, 1978, tendered for filing

NOTICES

Twenty-Fifth Revised Sheet No. 3A In
its FERC Gas Tariff, Original Volume
No. 1, containing a proposed change In
rates for effectiveness on January 1,
1979.

According to Granite State, the in-
stant' filing tracks changes in Its cost
of gas purchased from Tennessee Gas
Pipeline Company, a Division of Ten-
neco, Inc. (Tennessee) which Tennes-
see has proposed to make effective
January 1, 1979, in Docket No. RP73-
114, et aL It is stated that Granite
State's filing Is made pursuant to the
purchase gas cost adjustment provi-
sion in its tariff, approVed on Decem-
ber 14, 1972, in Docket No. RP73-17.

Granite State further states that its
revised purchased gas cost change is
applicable to Its sale to Northern Utili-
ties, Inc. (Northern), which is Granite
State's sole jurisdictional customer.
According to Granite State, the effect
of the proposed rate contained on
Twenty-Fifth Revised Sheet No. 3A on
Northern's purchases from Granite
State Is an increase of $26,186.95 annu-
ally, based on purchases from Tennes-
see and sales to Northern for the
twelve months ended October 31, 1978.

According to Granite State, copies of
the filing were served upon Northern
and the regulatory commissions of the
States of Maine and New Hampshire.

Any person desiring to be heard or
to protest said filing should file a peti-
tion to intervene or protest with the
Federal Energy Regulatory Commis-
sion, 825 North Capitol Street, N.E.,
Washington, D.C. 20426, in accordance
with Sections 1.8 and 1.10 of the Com-
mission's Rules of Practice and Proce-
dure (18 CFR 1.8, 1.10). All such peti-
tions or protests should be filed on or
before December 19. 1978. Protests
will be considered by the Commission
in determining the appropriate action
to be taken, but will not serve to make
protestants parties to the proceeding.
Any person wishing to become a party
must file a petition to intervene.
Copies of this filing are on file with
the Commission and are available for
public inspection.

WETH F. PLUM,
Secretary.

CFR Doc. 78-35595 Flied 12-21-78; 8:45 am

[6740-02-M]

[Docket No. CP79-931

LONE STAR GAS CO., A DIVISION OF
ENSERCH CORP.

Application

Dscrm:r 12. 1978.
Take notice that on November 28,

1978, Lone Star Gas Company, a Divi-
sion of Enserch Corporation (Lone
Star), 301 South Harwood Street,
Dallas, Texas 75201, filed an applica-

I

59901

tion pursuant to Section 7(c) of the
Natural Gas Act for a certificate of
public convenience and necessity au-
thorizing a proposed exchange of gas
between Lone Star and Arkansas Lou-
isiana Gas Company (Arkia), all as
more fully set forth in the application
on file with the Commission and open
for public inspection.

It is stated that, pursuant to two
agreements between Lone Star and
Arkla, dated August 18, 1978, Arkla.
agreed to assign to Lone Star 20 per-
cent of its purchase rights in natural
gas from certain properties in Panola
County, Texas, and further, that
Arkla agreed to exchange this gas with
Lone Star by receiving for Lone Star's
account gas purchased by Lone Star in
Panola County, Texas, and then deli-
vering to Lone Star an equal volume
of gas at a mutually agreeable point
where pipelines of the two companies
intersect In McClain County, Oklaho-
ma.

Lone Star states that the Panola
County gas is remote from its facili-
ties, but connected with Arkla's. Lone
Star proposes no new facilities.

Any person desiring to be heard or
to make any protest with reference to
said application should on or before
January 2, 1979, file with the Federal
Energy Regulatory Commission,
Washington, D.C. 20426, a petition to
intervene or a protest in accordance
with the requirements of the Commis-
sion's Rules of Practice and Procedure
(18 CFR 1.8 or 1.10) and the Regula-
tions under the Natural Gas Act (18
CFR 157.10). All protests filed with
the Commission will be considered by
it In determining the appropriate
action to be taken but will not serve to
make the protestants parties to the
proceeding. Any person wishing to
become a party to a proceeding or to
participate as a party in any hearing
therein must file a petition to inter-
vene in accordance with the Commis-
sion's Rules.

Take further notice that, pursuant
to the authority contained in and sub-
ject to the jurisdiction conferred upon
the Federal Energy Regulatory Com-
mission by Sections 7 and 15 of the
Natural Gas Act and the Commission's
Rules of Practice and Procedure, a
hearing will be held without further
notice before the Commission or its
designee on this application If no peti-
tion to intervene is filed within the
time required herein, if the Commis-
sion on its own review of the matter
finds that a grant of the certificate is
required by the public convenience
and necessity. If a petition for leave to
intervene is timely filed, or if the
Commission on Its own motion be-
lieves that a formal hearing is re-"
quired. further notice of such hearing
will be duly given.
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Under the procedure herein
vided for, unless otherwise advis
will be unnecessary for Applica
appear or be-represented at the
ing.

KEiNN= F. PuB
Secret

[FR Doe. 78-35596 Filed 12-21-78; 8:4

[6740-02-M]

[Docket No. CP79-91]

NORTHERN NATURAL GAS CO.

Appllcation

DECEMBER 12, 1
Take notice that on iNovemb

1978, Northern Natural Gas Con
(Applicant), 2223 Dodge
Omaha, Nebraska 68102 file
Docket No. CP79-91, an appil
pursuant to Section 7(b) of the
ral Gas Act for permission and a]
al to abandon the transportatio
sale of natural gas in interstate
merce to Inter-City Gas Limited
(Inter-City), all as more fully set
in the application which is on fil
the Commission and open to pub
spection. I

It is stated that applicant is cu
ly authorized to transport and
Inter-City 818 Mcf per day durii
period December 15 through Ma
pursuant to its WPS-1 rate sc
and 459 Mcf per day during the
November 27 through- March 26
ant to its SS-1 rate schedule.
stated that Inter-City has req
that these contract demands be
nated due to conservation and c
sions to alternate fuels by ifs cu
ers in the market area served by.
cant.

Applicant does not propose to
cate the volumes being cancelled.

Any person desiring to be hea
to make any protest with refere
said application should on or-
January 2, i919, file with the F
Energy Regulatory Comm
Washington,- D.C. 20426,'.a petit
intervene or'a protest i accor
with the requirements of the Co
sion's Rules of Practice 'and Proc
(18 CFR 1.8 or 1.10) and the R
tions under the Natural Gas A
CFR 157.10). All protests filed
the Commission will be consider
it in determining the 'appro
action to be taken but will not se
make the protestants parties t

NOTICES

pro- proceeding, Any - person wishing to
sed, it become a party to a proceeding or to
Lnt to participate as a party in any hearing
hear- therein must ,file a petition to inter-

vene in accordance with the Commis-
sion's Rules. -

Take further notice that, pursuant,
tary. .to the authority contained in and sub-
15 am], ject to the jurisdiction conferred upon

the Federal Energy Regulatory Com-
mission by Sections 7 and 15 of the
Natural Gas Act and the Commission's
Rules, of Practice, and Procedure, a
hearing will be held without further
notice before the Conmission or its
designee on this application if no peti-
tion to intervene is filed within the
time required herein, if the Commis-

978. sion on its own review of the matter
finds that permission and approval' for

er 29, the proposed abandonment are re,
npany quired by the public convenience and
Street, necessity. If a petition for leave to In-
ed in tervene is timely filed, or if the Com-
cation mission on its 'own motion believes
Natu- that a formal hearing iS required, fur-
pprov- ther notice of such- hearing will be"
n and' duly given.

com- Under the, procedure herein pro-
d, Inc. vided for, unless otherwise advised, it
forth will, be unnecessary for Applicant to"

e with appear or be represented at the hear-
ilicin- ing. -

Lrrent- - . . ,

sell to' ,, Secretary.
ng the (FR Doc. 78-35597 Filed 12-21-78; 8:45 am]
rch 15. -
hedule
period [6450-01-M]
pursu-,

It is - Office of the Secretary
uested I-
termi-: NATIONAL ,PETROLEUM COUNCIL, TASK
onver- GROUP OF THE COMMITTEE ON TIGHT GAS
Istom- RESERVOIRS
Appi- -" I Meeting

reallo-. -Notice is hereby given that the Na-
tional Petroleum, Council, Committee

ard or on Unconventional Gas Sources, Tight
nce to Gas Reservoirs Task Group will-meet
before on Wednesday, January .3, 1979, start-'
ederal, ing at 9:00 am in the Conference
ission, Room on the 31st floor of the Mobil
ion to Oil Corporation, Coastal Building,
'dance, Greenway Plaza, Southwest Freeway,
minis- Edloe Street, Houston, Texas.
:edure' The National Petroleum Council was
egula'" established to provide advice, informa-
ct (18 tion, and recommendations to the Sec-

with retary of Energy on matters relating
red by to oil and natural gas or the oil and
priate natural gas industries..
'rve to The tentative agenda for the meet-
0 the ing follows:

1. Introductory remarks by Chair-
man and Government.

2. Discussion of the study method-
ology to be employed by the Tight Gas
Reservoirs Group.

3. Discussion of the timetable of the
Tight Gas Reservoirs Task Group.

4.'Discussion of any other matters
pertinent to the overall assignment of
the Tight Gas Reservoirs Task Group.

The meetings are open to the public.
The Chairmen of the task group are
empowered to conduct the meetings In
a fashion that will, in their Judgment,
facilitate the Orderly conduct of busi-
ness. Any member of the public who
wishes to file a written statement with
the task group will be permitted to so
do, either before or after the meeting.
Members of the public who wish to
make oral statements should inform
Luclo D'Andrea, Office of Resource
Applications, 202-633-8383, prior to
the meeting and reasonable provision
will be made for their appearance on
the agenda.
'Transcripts of the meeting will be

available for public review at the Free-
dom of Information Public Reading
Room, Room GA 152, DOE, Forrestal
Building, 1000 Independence Ayenue,
SW, Washington, D.C., between the
hours of 8:00 am and 4:30 pro, Monday
through Friday, except Federal holi-
days. Any person may purchase a copy
of the transcripts from the reporter.

Isstded at Washington, D,C. on De-
cember,15, 1978.

GEORGE S. MCISAAC,
Assistant S'ecretary for

Resource Applications,
DECEMBER 15, 1978.

[FR Doe. 78-35590 Filed 12-21-78; 8145 am]

[6450-01-M]

PEACEFUL USES OF ATOMIC ENERGY
Proposed Subsequent Arrangements

Pursuant to Section 131 of the
Atomic Energy Act of 1954, as amend-
ed (42 U.S.C. 2160), notice Is hereby
given of a proposed "subsequent ar-
rangement" under the Agreements for
Cooperation Between the United
States and Austria, European Commu-
nity, Sweden, Switzerland and the In-
ternational Atomic Energy Agency
(IAEA), for Civil Uses of Atomic
Energy.

The Subsequent Arrangements tO be
carried out under the above named
agreements involve the following
transfers of U.S.-origin material from
the European Community to Austria,
Greece, Sweden and Switzerland:

U.S. Export License Number Countries Involved End Use Material

XSNM-1074, Issued June 12,1978...... ................ Germany to Sweden ....... R-2 research reactor .......... 21.05 kgs of U containing 19.0 kgs of U-235
XSNM-914 (Amendment No. 1), Issued August 3. Germany to Sweden ............. Barsemark No. 2 ............. 144,800 kgs of U containing 0,000 kgo of U-238

1978. ' '
XSNM-1311, Issued August 31, 1978.................. : Germany to Sweden. ...... Barsemark No. 2 power reactor.. 89,800 kgs of uranium containing 2,739 kgs of

7 R 1-235
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U.S. Export License Number Countries Involved End Use Material

XSNM-1314, Issued August 31, 1978 Germany to Sweden -. OKG No.I power reactor- 52G88 kgs of U containing 1.501 kgs of U-235XSNM-1278, Issued Sept. 13,1978. .......... Germany to Sweden - Basemark No.1 power reactor- 55.440 kgs of U containing 1.664 kgs of U-235
XSNM-1234. Issued Sept. 13.1978 - France to Greece (under Greek Resarch Reactor at the 7.0 kgs of U containing 6.53 kg of U-235

the US/IAEA Agreement Democritus Research Center.
for Cooperation).X.IKM-1306, Issued Sept. 21.1978 - Germany to Sweden - OKG-2 power reactor 17.472 kgs of U contanlng 568 kgs of U-235XSNM-891 (Amendment No. 2). Issued Sept. 27. Germany to Sweden - Rlngals No. 2 power reactor- 99.860 kZm of U containing 2.846 km of U-235

1978.
XSNM-1141 (Amendment No. 1). Issued May 19. Germany to Swltzerland..... Gozgen reactor - 24.545 km of uranium containing 823 kgs of U-

1978. 235
XSNM-916 (Amendment No. 2), Issued April 20. Germany to Sweden -. n UnIs t No.1 _ 124.400 k3 of uranium containing 3.480 kgr of

1978. U-235
XSNM-95 (Amendment No. 5), Issued Nov. 22, Germany to Swltzerland... Muhleberg reactor 47.009 ks of U containing 1.120 kgs; of U-235

1978.

"In accordance with Section 131 of
the Atomic Energy Act of 1954, as
amended, it has been determined that
these subsequent arrangements will
not be inimical to the common defense
and security.

These subsequent arrangements will
take effect no sooner than fifteen days
after the date of publication7 of this
notice.

For the Department of Energy.

Dated December 18, 1978.

HARoiD D. BENGELSDORF,
DirectorforNuclearAffairs,

International Programs.
[FR Doc. 78-35589 Fied 12-21-78; 8:45 am]

[6730-01-M]
FEDERAL MARITIME COMMISSION

[Independent Ocean Freight Forwarder
License No. 1886]

OCEAN-AIR FORWARDING, INC.

Order of Revocation

Oh November 24, 1978," Ocean-Air
Forwarding, Inc., RD. #1, Burgetts-
town, Pennsylvania 15021, requested
the Commission to revoke its Inde-
pendent Ocean Freight Forwarder Li-
cense No. 1886.
-Therefore, by virtue of authority

vested in me by the Federal Maritime
Commission as set forth in Manual of
Orders, Commission Order No. 201.1
(Revised), section 5.01(c), dated
August 8, 1977;

It is ordered, That Independent
Ocean Freight Forwaraer License No.
1886, issued to Ocean-Air Forwarding,
Inc. be and is hereby revoked effective
November 24, 1978 without prejudice
to reapplication for a license in the
future.

It is further ordered: That Independ-
ent Ocean Freight Forwarder License
No. 1886, issued to Ocean-Air Forward-
ing, Inc. be returned to this Commis-
sion for cancellation.

It is further ordered, That a copy of
this Order be published in the FEDEaAT

REGIrs~i and served upon Ocean-Air
Forwarding, Inc.

ROBERT G. DREW,
Director, Bureau of

Certification and Licensing.
[FR Doc. 78-35641 Filed 12-21-78; 8:45 am]

[6730-01-M]
(Independent Ocean Freight Forwarder

License No. 2058]

OCEAN AIR FREIGHT & TRADE, INC.

Order of Revocation

On November 30, 1978, Ocean Air
Freight & Trade, Inc, 300 Winston
Drive, CllffsIlde .Park, New Jersey
07010, voluntarily surrendered Its In
dependent Ocean Freight Forwarder
License No. 2058 for revocation.

Therefore, by virtue of authority
vested in me by the Federal Maritime
Commission as set forth in Manual of
Orders, Commission Order No. 201.1
(Revised), section 5.01(c), dated
August 8, 1977;

It dis ordered, That Independent.
Ocean Freight Forwarder License No.
2058 issued to Ocean Air Freight &
Trade, Inc., be and Is hereby revoked
effective November 30, 1978, without
prejudice to reapplication for a license
in the future.

It is further ordered, That a copy of
this Order be published in the FmEAL.
REGISTER and served upon Ocean Air
Freight & Trade, Inc.

ROBERT G. DR-w,
Director, Bureau of

Certification and Licensing.
EFR Doc. 78-35642 Fled 12-21-78; 8:45 am]

[6730-1-M]
[Independent Ocean Freight Forwarder

License No. 2038]

PAN OCEAN, INC.
Order of Revocation

On November 29, 1978, Pan Ocean.
Inc., 715 W. Anaheim St., Long.Beach,

California 90813, voluntarily surren-
dered Its Independent Ocean Freight
Forwarder License No. 2038 for revoca-
tion.

Therefore, by virtue of authority
vested In me by the Federal Maritime
Commission as set forth in Manual of
Orders, Commission Order No. 20L1
(Revised), section 5.01(c) dated August
8, 1977;

It is ordered, that Independent
Ocean Freight Forwarder License No.
2038, issued to Pan Ocean, Inc. be and
la hereby revoked effective November
.29, 1978 without prejudice to reappll-
cation for a license in the future.

It is further ordered, that a copy of
this Order be published in the FEDERAL
REGIsTE and served upon Pan Ocean,
Inc.

RoBRTr G. DREw,
Director, Bureau of

Certification and Licensing.
[FR Doc. 78-35639 Piled 12-21-78: 8:45 am]

[6730-01-M]

[Independent Ocean Freight Forwarder
License No. 1847]

WILLIAMS SHIPPING CO., INC.

Order of Revocation

On December 11, 1978, Williams
Shipping Company, Inc,, 3255 Grace
Street, N.W.. Washington. D.C. 20007,
voluntarily surrendered its Independ-
ent Ocean Freight Forwarder License
No. 1847 for revocation effective De-
cember 1, 1978.

Therefore, by virtue of authority
vested in me by the Federal Maritime
Commission as set forth in Manual of
Orders, Commission Order No. 201.1
(Revised), §5.01(c), dated August 8,
1977:

It it ordered, That Independent
Ocean Freight Forwarder License No.
1847, issued to Williams Shipping
Company, Inc. be and is hereby re-
voked effective December 1, 1978,
without prejudice to reapplication for
a license In the future.

It is further ordered, That a copy of
this Order be published in the FEDERAL
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REqISTER and served upon Williams
Shipping Company, Inc.

ROBERT G. DREW,
Director, Bureau of

Certification and Licensing.
[FR Doc. 78-35640 Filed 12-21-78; 8:45 am]

[6730-01-M]

PETITION TO ALLOW OFFICERS OR EMPLOY-
EES OF A RATE-FIXING AGREEMENT TO
SERVE AS THE POLICING AUTHORITY

Filing of Petition

Pursuant to § 528.3(b)(3) of Part 528,
46 CFR (General Order 7 Revised) a
petition for exemption to allow an
agreement employee to perform the
self-policing functions in lieu of an in-
dependent policing authority has been
filed on behalf of the Red Sea and
Gulf of Aden/U.S.A. Conference.

Interested parties may inspect and
obtain a copy of the petition at the
Washington Office of the Federal
Maritime Commission, 1100 L Street
NW., Room 11101, and at the Field Of-
fices located at New York, New York;

'New Orleans, Louisiana; San Francis-
co, California; Chicago, Illinois; and
San Juan, Puerto Rico. Comments on
the petition 'may be submitted to the
Secretary, Federal Maritime Commis-
sion, Washington, D.C. 20573, on or
before January 11, 1979. -Comments
should include facts and arguments
concerning the request for an exemp-
tion.

By Order of the Federal Maritime
Commission.

FRANCIS C. HuiNEy,
Secretary.

D .cr BmR 19, 1978.
[FR Doc. 78-35637 Filed 12-21-78; 8:45 am]

[6730-01-M]

SECURITY FOR THE PROTECTION OF THE
PUBLIC; INDEMNIFICATION OF PASSANGERS
FOR NONPERFORMANCE OF TRANSPORTA-
TION

-Issuance of Certificate (Performahce)

Notice is hereby given that the fol-
lowing has been issued a Certificate of
Financial Responsibility for Indemni-
fication of Passengers for Nonperfor-
mance of Transportation pursuant to
the provisions of Section 3, Public Law
89-777 (80 Stat. 1357, 1358) and Feder-
al ' Maritime Commission General
Order 20, as amended (46 C.F.R. Part
540), which Certificate expires April
15, 1979:
Malone & Hyde, Inc. d/b/a Quality Incen-

tive Company, P.O. Box 18428, 4690 Hun-
gerford Road, Memphis, Tennessee 38118.

Dated: December 19, 1978.
FRANCIS C. HURNEY,

Secretary.
[FR Doc. 78-35638 Filed 12-21-78; 8:45 am]

[1505-01-M]

AGREEMENTS FILED

Correction

In FR Doc. 78-35130 appearing 'on
page 59133 in the issue for Tuesday,
December 19, 1978, second column,
sixteenth line, the date should read
"December 26, 1978".

[6210-01-MI

FEDERAL RESERVE SYSTEM

BANK OF MANSFIELD HOLDING CO.

Formation of Bank Holding Company

Bank of Mansfield Holding Compa-
,ny, Mansfield, Missouri, has applied
for the Board's approval under section
3(a)(1) of the Bank Holding Company
Act (12 U.S.C. 1842(a)(1)) to become a
bank holding company by acquiring
91.5 percent of the voting shares of
Bank of Mansfield, Mansfield, Missou-
ri. The factors that are considered in
acting on the application are set forth

* in section 3(c).of the Act (12 U.S.C.
1842(c)).

tjhe application may be inspected at
the offices of the Board.of Governors
or at the Federal Reserve Bank of St.
Louis. Any person wishing to comment
on the application should submit views
in writing to the Reserve Bank, to be
received not later than January 10,
1979. Any comment on an application
that requests a hearing must include a
statement of why a written presenta-
tion would not'.suffice in lieu of a
hearing, identifying specifically any
questions of fact that are in dispute
and summarizing the evidence that
would be presented at a hearing.

Board of Governors of- the Federal
Reserve System, December 18, 1978.

GRIFFITH L. GARWOOD,
Deputy Secretary of the Board.

EFR Doc. 78-35632 Filed 12-21-78; 8:45 am]

[62i0-01-M]

DELAWARE SERVICE CO., INC.

Retention and Acquisition of Bank Shares

Delaware Service Co., Inc., Manches-
ter, Iowa, has applied for the Board's
approval under Section 3(a)(3) of the
Bank Holding Company Act (12 U.S.C.
1842(a)(3)) to retain 0.3 per cent of the
voting shares of First State Bank,
Manchester, Iowa ("Bank"), and to ac-

quire 1.75 per cent of the voting shares
of Bank. The factors that are consid.
ered in acting on the application are
set forth in Section 3(c) of the Act (12
U.S.C 1842(c)).

The application may be inspected at
the offices of the Board of Governors
or at the Federal Reserve Bank of Chi-
cago. Any person wishing to comment
of the application should submit views
in writing to the Secretary, Board of'
Governors of the Federal Reserve
System, Washington, D.C. 20551, to be
received not later than January 15,
1979. Any comment on an application
that requests a hearing must include a

,statement of why a written presenta-
tfon would not suffice in lieu of a
hearing, identifying specifically any
questions of fact that are in dispute
and summarizing the evidence that
would be presented at a hearing.

Board. of Governors of the Federal
Reserve System, December 15, 1978.

GiurFrrH L. GARWOOD;
Deputy Secretary of the Board.

[FR Doc. 78-35633 Filed.12-21-78; 8:45 am]

[6210-01-M]

SAC CITY LTD.

Formation of Bank Holding Company

Sac City Limited, Sac City, Iowa, has
applied for the Board's approval under
section 3(a)(1) of the Bank Holding
Company Act (12 U.S.C. 1842(a)(1)) to
become a bank holding company by
acquiring 80 percent or more of the
voting shares of Sac City State Bank,
Sac City, Iowa. The factors that are
considered in acting on the application
are set forth in section 3(c) of the Act
(12 U.S.C. 1842(c)).

The application may be inspected at
the offices of the Board of Governors
or at the Federal Reserve Bank of Chi-
cago. Any person wishing to comment
on the application should submit views
in writing to the Reserve Bank, to be
received not later than January 11,
1979. Any comment on an application
that requests a hearing must Include a
'statement of why a written presenta-
tion would not suffice in lieu of a
hearing, identifying specifically any
questions of fact that are in dispute
and summarizing the evidence that
would be presented at a hearing.

Board of Governors of the Federal
Reserve System, December 18, 1978.

GRiFFrTRI L. GARWOOD,
Deputy Secretary of the Board.

[FR Doc. 78-35634 Filed 12-21-78; 8:45 am]
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[6210-01-M] '

THOMSON INVESTMENT COMPANY, INC.

Retention of Bank Shares

Thomson Investment Company, Inc.,
Savanna; Illinois, has applied for the
Board's approval under Section 3(aX3)
of the BankHolding- Company Act (12
U.S.C. 1842Ca)(3)) to retain 11.2 per-
cent of the voting shares of Thomson
State Bank, Thomson,. Illinois. The
factbrs that are considered in acting
on the application are.set.forth in Sec-
tion 3(c) of.the Act (12 U.S.C. 1842(ci).

The application-may be inspected at
the offices of the Board of Governors
or at the Federal Reserve Bank of Chi-
cago. Any person wishing, to comment
on the application should submit views
in writing to the=Secretary, Board of
Governorg of the Federal Reserve
System, Washington, D.C. 20551, to:be
received not. later than January 15,
1979. Any comment on an application
that requests a hearing must include a
statement of why a written presenta-
tion would- not suffice in lieu of a
hearing, identif'ing specifically any
questions of fact that are in dispute
and summarizing, the evidence that
would be presented at a hearing.

Board- of Governors of the Federal
Reserve System, December 15, 1978.

GRrF= L. G iwOOD,
Deputy Secretary of the Board

[FR Dom 78-35635 Filed 12-21-78; 8:45 amn

16820-24-M] -

GENERAL SERVICES
ADMINISTRATION

[Intervention Notice 76]

CALIFORNIA PUBLIC UTILITIES COMMISSION,
ENERGY COST ADJUSTMENT MECHANISM

Proposed Intervention-Rate Proceeding

The Administrator of General Serv-
ices-seeks to intervene in a proceeding
before the California Public Utilities
Commission involving an investigation
of the California Energy Cost Adjust-
ment Mechanism. The Administrator
of General Services represents the in-
terests of the executive agencies of-the
United States. Government as users of
utility services.

Persons -desiring to make inquiries of
GSA concerning this case should
submit tliem,-in- itk i to Mr. Spence
W. Perry, Assistant General Counsel,
! 'gulatoi-y Law Division, General
Services Administration, 18th & F
Streets, NW., Washington,-DC 20405,
telephone (202) 566-0726, on or before
January 22, 1979, and refer to this
notice number. •

Persons making inquiries are put on
notice that the making of an inquiry

shall not, serve to make any persons
parties of record in the proceeding.

(Sec. 201(a)(4). Federal Property and Ad-
rmlnistrative Servies Act, (40 U.S.C.
481(a)(4).)

Dated: November 27, 1978.
JAY SOLOMON.

Administrator of
General Serices.

EFR Doc. 78-35536 Filed 12-21-78:8:45 am]

[6820-34:-M]

TASK FORCE ON HISTORIC PRESERVATION

Establishment of Advisory Committee

Establishment of Advisory Commit-
tee. This notice is published In-accord-
ance with the provisions of section
9(a)(2) of the Federal Advisory Com-
mittee Act (Pub. L. 92-463) and advises
of the establishment of a Task Force
for review of the policies concerning
historic preservation of the General
Services Administration (GSA). The
Administrator of General Services has
determined that this advisory commit-
teeis-in the public interest.

Designation. Task Force on Historic
Preservation.

Purpose. To review existing proce-
dures and make recommendations as
appropriate to the Administrator of
General Services with respect to the
methods by which GSA fulfills Its
mandate regarding the acquisition and
rehabilitation of historic structures.
The objective is to utilize the experi-
ence and expertise of various segments
of the community in conducting the
review.

General Information Pursuant to
Office of Management and Budget
Circular A-63, the Committee Manage-
ment Secretariat has authorized a
period of less than 15 days between
publication of this notice and the
filing of the committee charter.

Dated: December 15, 1978.
JAY SOLOMON.

Administrator of
General Services.

TFR Doe. 78-35537 Filed 12-21-78:8:45 am]

[41 10-03-M]

DEPARTMENT OF HEALTH,
EDUCATION, AND WELFARE

Food and Drug Administration

(Docket No. 78N-03671

\ COLONIAL BLOOD COMPONENTS, INC.

Revocation of U.S License- No. 662

AGENCY: Food and Drug Administra-
tion.
ACTION- Notice.

SUMMARY: The Commissioner of
Food and Drugs revokes the establish-
ment and product license of Colonial
Blood Components, Inc.,, (U.S. License
No. 662) to manufacture Source
Plasma (Human) because of signifi-
cant deviations from the biologics reg-
ulations.
EFFECTIVE DATE: September 28,
1978.
FOR FURTHER INFORMATION
CONTACT.

Michael L Hooton, Bureau. of Biolo-
gics (HFB-620), Food and Drug Ad-
ministration. Department of Health,
Education, and Welfare, 8800 Rock-
vile Pike, Bethesda, MD 20014. 301-
443-1306.

SUPPLEMENTARY INFORMATION:
The Commissioner is revoking the es-
tablishment and product licenses (U.S.
License No. 662) issued to Colonial
Blood Components, Inc., for its three
locations at 300 Luckie St, Atlanta,
GA 30313; 405 Market. St-, Chattanoo-
ga. TN 37402 and 214 34th St., New-
port News. VA 23607, for the manufac-
ture of Source Plasma (Human)..

An inspection of the Chattanooga,
TN. location from April 25 through
May 11, 1978. by investigators of the
Food and Drug Administration (FDA)
revealed numerous deviations from
the requirements of Part 600 (21 CFR
Part 600). including the interstate
shipment of Source Plasma (Human)

.without the firm having In its posses-
sion the proper test records for the
presence of hepatitis B surface anti-
gen (see § 610.40(b)(3) (21 CFR
610.40(b)(3))) and the collection of
more than the maximum permissible
amount of whole blood from donors in
a 48-hour period and in a 7-day period
(see § 640.65(b)(4) and (5) (21 CFR
640.65(b)(4) and (5))). This inspection
resulted in a suspension of the Chatta-
nooga, TN. location on May 15, 1978.
The- Chattanooga, TN, and Newport
News. VA, locations were suspended
previously in March, 1977 for failure
to notify FDA of changes in manufac-
turing methodf (see § 601.12(b) (21
CFR. 601.12(b))) and were reinstated
after the deviation was corrected.
An inspection of the Atlanta, GA, lo-

cation from May 18 through 25, 1978
revealed numerous deviations from
the requirements of Part 600, includ-
Ing several instances of plasmapheres-
lug donors more than twice within a 7-
day period (see 21 CFR 640.65(b)(5)),
and the collection of more than the
maximum permissible amount of
whole blood from donors at one time
(see 21 CFR 640.65(b)(6)). Both of
these deviations were observed in an
inspection of the same location in Sep-
tember 1977. In addition, other devi-
ations in the May 1978 inspection of
the Atlanta, GA. location were also ob-
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served in the April.-MWay 1978 inspec-
-tion of the, Chattanooga, TN, location.

As a result of the May 1978 inspec-
tion of the Atlanta, GA, location and
under § 601.6(a) (21 CFR 601.6(a)), the
agency notified Colonial Blood Com-
.ponents, Inc., in a letter.dated May 31,
1978, that the pattern 'of noncompli-
ance is evidence of the firm's lack of
control and supervision in all matters
relating to compliance with the regu-
lations and suspended the firm's- li-
censes for the Atlanta, GA," and New-
port News, VA, locations.

After the May 1978 suspensions and
before further regulatory action was
taken, the firm requested that its es-
tablishment and product licensebe ree-
voked and has waived the opportunity
for a hearing under § 601.5(a) (21 CFR
601.5(a)). The agency has granted the
request. Accordingly, under § 12.38 (21
CFR 12.38),,section 351 of the Public
Health Service. Act (42 U.S.C. 262),
and the authority delegated to the
Commissioner (21 CFR 5.1) and redel-
egated to the Director of the Bureau
of Biologics (21 CFR 5.68), U.S. Li-
cense No. 662 issued tW Colonial Blood
Components, Inc., and the firm's prod-
uct license for the manufacture of
Source Plasma (Human), were revoked
by a letter dated September 28, 1978.
This notice of revocation is published
under§ 601.8 (21 CFR 601.8).

Dated: December 18, 1978.

WILLIAM F. RANDOLPH,
Acting Associate Commissioner

.forRegulatory Affairs.
[FR Doe. 78-35566 Filed 12-21-78; 8:45 am]

[4110-03-M1

[DocketNo. 78D-04051

EXEMPTION FROM CERTAIN MICROWAVE
OVEN LABELING

Availability of Petiton Guideline -

AGENCY: Food and Drug Administra-
tion.
ACTION: Notice.

SUMMARY: This notice announces
the availability of "Guidelines for Ex-
emption From the Microwave Oven
Labeling Requirements of 21 CFR
1030.10(c)(6)(i)," which has been de-
veloped to aid microwave over manu-
facturers in preparing petitions for ex-
emption from labeling requirements of
the radiation safety performance
standards. The guideline also contains
a summary of the basis for the tests
and criteria, and the rationale for each
of the substantive provisions. This
notice also reviews the procedures'

* used for the development of the guide-
lines. Although issued in final form,
these guidelines may be subject to re-
vision on the basis of scientific and
technical information, not previously

NOTICES

considered, and-the agency invites .in-
terested. persons to submit pertinent
information, data, and comments. Re-
visions will be developed- in a manner
similar to that used for preparation of
the original guidelines.
DATE: Aftdr' Juie-20, 1979, exemp-
tions are to be based on criteria con-
tained in the guidelines or their equi-
valant. Comments submitted by
March 22, 1979, will be considered in
the preparation of appropriate revi-
sions.
ADDRESS: Comments shbuld be'sub-
mitted to the office of the Hearing
Clerk (HFA-305): Food and Drug Ad-
ministration, Rm. - 4-65, 5600 Fishers
Lane, Rockville, MD 20857. Copies of
the guideline are available from the
Bureau of Radiological Health (HFX-
430), 5600 Fishers Lane. Rockville, MD
20857.,
FOR FURTHER INFORMATION
CONTACT:

Albert Van De Griek, Bureau of Ra-
diological Health (HFX-430), Food
and Drug 'Administration, Depart-
ment of Health, Education, and Wel-
fare, 5600 Fishers Lane, Rockville,
MD 20857. 301-443-6540.

SUPPLEMENTARY INFORMATION:
in the FEDERAL REGISTER of April 2,
1975 (40 FR 14750), the Commissioner
of Food'and Drugs amended the per-
formance standard for microwave
ovens (§ 1030.10 (21 CFR 1030.10)).
Section 1030.10(c)(6)(i) of the stand-
ard-requires that a warning label, in-
tended primarily for oven users, be at-
tached to the ovens. Section

p1030.10(c)(6)(iv)provides for an ex-
emption from or more of the label
warnihg statements upon application
to, and approval by, 'the Director,

'Bureau of Radiological Health. In the
preamble to the April 1975 amend-
ment, the Commissioner stated that
the exemption would be granted if an
evaluation of the application, based on
certain criteria, were to show a very
low probability of occurrence of the
radiation exposure situation for which
the exemption is sought. The Director
of the Bureau of Radiological Health
has received several applications from
manufactures for exemption from the
labeling requirements. -Consideration
of these applications indicates that
guidelines would be helpful to manu-"
factures and the Bureau to aid in the
preparation and evaluation of such ap-
plications.

The Commissioner believes that
more definitive, guidance on tests and
criteria to be used in applying for, and
evaluating, exemption requests' is
needed. Accordingly, on March 31,
1978, the Bureau of Radiological
Health distributed a draft of the crite-
ria and related information to micro-
wave oven manufactures, the Associ-

ation Of 'Home Appliance Manufac-
tures (AHAM), and Consumers Union
and Invited their review and com-
ments. Six manufactures, AHAM, and
Consumers Union responded to the in-
vitation to comment. The Bureau has
carefully considered these commenps
and prepared.a summary and analysis
of them, The draft criteria, comments,
analysis of comments, and related doc-
uments have been filed with the iear-
Ing Clerk, Food and Drug Administra-
tion, Rm. 4-65, 5600 Fishers Lane,
Rockville, MD 20857. On the basis of
the analysis of comments, and other
relevant information,* the criteria and
testing guidelines have been compiled
in a document entitled "Guidelines for
Exemption From the Microwave Oven
Labeling Requirements of 21 CFR
1030.10(c)(6)(I)," which is available
upon request from the Bureau of Ra-
diological Health (HFX-430), 5600
Fishers Lane, Rockville, MD 20857.
This document also contains a sum.
mary of the rational for the criteria
and testing Information.
I Although the guideline has been
issued in final form, it may be revised
on the basis of scientific and technical
information not previously considered.
The Commissioner advises that an ex-
emption will not be granted and any
previously granted exemption will be
rescinded after June 20, 1979, unless
the manufacturer has demonstrated to
the satisfaction of the Director of the
Bureau of Radiological Health that
the microwave ovens for which the ex-
emption is requested, or was previous.
ly granted, ,conform to these guide-
lines or their equivalent, Comments,
suggested changes, and supporting in-
formation may be submitted to the
Hearing Clerk (address above), at any
time (preferably in four copies Identi-
fied with the Hearing -Clerk docket
number). Comments received by
March 22, 1979, will be considered In
the preparation, of revised guidelines.
Received comments will be incorporat-
ed into the public file on the guideline
and may be seen In the office of the
Hearing Clerk, between 9 a.m. and 4
p.m., Monday through Friday, except
holidays.

Dated: December 15. 1978.
WILLIAM F. RANDOLPH,

ActingAssociate Commissioner
of Regulatory Affairs.

[FR Doc. 78-35425 Filed 12-21-78; 8:45 am]

[4110-03-M]

HEPATITIS B VIRUS VACCINE WORKSHOP

Public Meeling

AGENCY: Food and Drug Administra-
tion.
ACTION: Notice.

FEDERAL *REGISTER, VOL 43, NO. 247-FRIDAY, DECEMBER 22, 1978



NOTICES

SUMMARY: This document an-
nounces that a public meeting will be
held to give interested persons an op-
portunity to share, in an open work-
shop, experimental and developmertal
experiences related to Hepatitis B
Virus Vaccines.

MEETING DATES: January 18 and
19, 1979.

ADDRESS: The meeting will be held
in Rm. 10, Bldg. 31C, National Insti-
tutes. of Health, 9000 Rockville Pike,
Bethesda, MD 20014. -

FOPR FURTHER INFORMATION
CONTACT:

Robert J. Gerety, Bureau of Biolo-
gies (FB-230), Food and Drug Ad-
ministration, Department of Health,
Education, and Welfare. 8800 Rock-
ville. Pike, Bethesda, MD 20014, 301-
496-4288.

SUPPLEMENTARY INFORMATION:
The purpose of the' workshop is to
share experimental and developmental
experiences related to Hepatitis B

'Virus Vaccines, including such areas as
(1) source materials, (2) methods of
purification and inactivation, (3) phys-
ical-chemical characteristics, (4) in
vitro testing, and (5) in viva testing.
Data gathered during recent studies
by participating laboratories to evalu-
ate a provisional Hepatitis B Vaccine
Reference (Lot. No. 1) will be summa-
rized by -Bureau of Biologics- person-
nel: Members of the Safety'and Effica-
cy Review Panel for Viral and Rickett-
sial Vaccine will attend.the meeting.

The workshop will be held from 9
am- to 5 p.m, January 18 and 19.
1979, in ConferenceRm. 10, Bldg. 31C.
National Institutes of Hpalth, 9000
Rockville Pike; Bethesda, MD 20014.
Interested persons planning to attend
should contact, Robert J. Gerety,
Bureau of Biologies (address above), in
writing by January 18, 1979.

Dated: December 18, 1978.
WIaLAm F. RANDOLPH.

ActingAssociate Commissioner
forRegulatory Affairs.

EMR Doc. 78-35567 Filed 12-21-78; 8:45 am]

[4110-03-MT

[Docket No. 78G-0399]

PILLSBURY CO.

Filing of a Petition-for Affirmation of GRAS
Status

AGENCY: Food and Drug Administra-
tion. -

ACTION: Notice.

SUMMARY: The Pillsbury Company
has filed a petition proposing that 0.02
percent karaya gum (sterculia gum) in
-baked goods and. baking mixes be -af-

firmed as generally recognized as safe
(GRAS).

DATES: Comments by February 20.
1979.
ADDRESS: Written comments to the
Hearing Clerk (HFA-305). Food and
Drug Administration. Rm. 4-65. 5600
Fishers-Lane, Rockville. MD 20857.
FOR FURTHER INFORMATION
CONTACT.

Corbin I. Miles, Bureau of Foods
(E-IP-335). Food and Drug Adminis-
tration, Department of Health. Edu-
cation, and Welfare, 200 C St. SW..
Washington, DC 20204. 202-472-
4750.

SUPPLEMENTARY INFORMATION:
Under the Federal Food, Drug. and
Cosmetic Act (sees. 201(s). 409. 701(a).
52 Stat. 1055, 72 Stat. 1784-1788 as
amended (21 U.S.C. 321(s). 348.
371(a))) and the regulations for affir-

-mation of GRAS status in § 170.35 (21
CFR 170.35). notice Is given that a pe-
tition (GRASP-8G0092) has been filed
by The Pillsbury Company. 311
Second Street SW., Minneapolis, MN
55414, and placed on display at the
office of the Hearing Clerk, Food and
Drug Administration (FDA). The peti-
tion proposes to amend § 184.1349 (21
CMR. 184.1349) by. affirming that an In-
crease in the use level of karaya gum
(sterculia gum) lI- baked goods and
baking mixes from 0.002 percent to
0.02 percents GRAS.

Any petition which meets the
format requirements- outlined in
§ 170.35 is filedby the Food and Drug
Administration. There Is no prefiling
review of the adequacy of data lo sup-
port a- GRAS conclusion. Thus the
filing of a petition for GRAS affirma-
tion shoud not be interpreted as a pre-
liminary Indication of suitability for
affirmation.

Interested persons may, on or before
February 20, 1979, review the petition
and/or file comments with the Hear-
ing Clerk (HPA-305). Food and Drug
Administration. Rm. 4-65. 5600 Fish-
ers Lane, Rockvlile, MD 20857. Four

-copies of all comments shall be sub-
mitted, and shall be Indentifled with
the Hearing Clerk docket number
found in brackets in the heading of
this document. Cbmments should in-
clude any available information that
would be helpful in determining
whether the substance is. or is not,
generally recognized as safe. A copy of
the petition and received comments
may be seen in the above office be-
tween the hours of 9 a.m. and 4 p.m..
Monday through Friday.

Dated: December 13, 1978.

SANFoRD A. MLLEn.
Director, Bureau of Foods.

EFR Doe. 78-35426 Filed 12-21-78:8:45 am]

[1505-01-M]

WHITMOYER LABORATORIES

Whifmayor Pink Eye Powder;, Withdrawal of
Approval of New Animal Drug Appicatlion

Correction

In FR Doe. 78-28060 appearing on.
page 46377 in the issue for Friday, Oc-
tober 6, 1978, in the middle column.
last paragraph. in line three, the refer-
ence to "(21 U.S.C. 360 (e)" should
have read "(21 US.C. 360b Ce})Y. -

[4110-83-M]

Health Resources Administration

ADVISORY COUNCIL AND SUBCOMMIITEE

Meetings

In accordance with section 10(a)(2)
of the Federal Advisory Committee
Act (Pub. L. 92-463). announcement is
made of the following National Advi-
sory bodies scheduled to meet during
the month of January 1979:

Name: NATIONAL GUIDELINES,
GOALS. PRIORITIES, AND
STANDARDS SUBCOMMiTTE=
OF THE NATIONAL COUNCIL ON
HEALTH PLANNING -AND DEVEL-
OPMENT

Date and Time: January 11, 1979,
10:00 aim

Place: Room, 703A. Hubert H. Hum-
phrey Building, 200 Independence
Avenue, SW., Washington, D.C.
20201.

Open for entire meeting.

Purpose. The objectives of the Na-
tional Guidelines, Goals, Priorities,
and Standards Subcommittee are to
study the experience nationwide in
the public and private sectors with the
adoption and/or adjustment of the
National Guidelines for Health Plan-
ning and their Impact and recommend
changes as appropriate; study the ex-
perience of the Health Systems Agen-
cies and State Health Planning and
Development Agencies nationwide in
implementation of high priority goals
and sub-goals and their impact; advise
the Council in Identifying additional
high priority goals and sub-goals; in-
vestigate and coordinate information
on demonstrations underway by pro-
vider. reimbursement, regulatory,
labor, industry, and community groups
on sub-goals, such as those on alcohol-
ism and prevention; study, investigate
and Identify research needs appropri-
ate to the formulation, adjustment
and refinement of the National Guide-
lines, and study and develop improved
Indicators to assess the impact of the
Guidelines or the need for revisions;
and recommend to the Council on the
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need-fof ftrther development and/or
revision of the National Guidelines.

Name: IMPLEMENTATION AND AD-
MINISTRATION, SUBCOMMIT-
TEE OF THE NATIONAL COUN-
CIL ON HEALTH PLANNING AND
DEVELOPMENT

Date and Time: January 11, 1979, 6:0.0
p.m. (Tentative).

Pjace: Hyatt Regency, Room Columbia
C, 400 New Jersey Avenue, NW.,
Washington, D.C. 20001

Open for entire meeting.
Purpose. The objective of the Imple-

mentation and Administration Sub-
committee is to study and make rec-
ommendations on the implementation
and administration of Titles ,XV and
XVI of the Public Health Service. Act.
Specific areas for the Subcommittee's
consideration are (1) thie impact of
HEW's implementation/adriiinistra-
tion on the effectiveness of. Health
SyStems Agencies and State Health
Planning and Development Agencies;
(2) the effectiveness of the interrela-
tionships between health planning
agencies and HEW, Central and Re-
gional Offices; (3) the- timing and
strategy of implementation and of the
dissemination and distribution of regu-
latory and technical material; (4)-how
to better meet the needs of HSAs and
SHPDAs; and (5) the review of the

/Council's responsibilities under section
1122 of the Social Security Act.
Name: TECHNOLOGY AND PRO-

DUCTIVITY SUBCOMMITTEE OF
THE 'NATIONAL - COUNCIL ON
HEALTH PLANNING AND DEVEL-
OPMENT

Date and Time: January 11, 1979, 7:00
p.m. I I

Place: Hyatt Regency, Room Columbia
C, 400 New Jersey Avenue, NW.,
Washington, D.C. 20001

Open for entire meeting.
Purpose. The objective of the Tech-

nology and Productivity Subcommit-
tee is to advise the full Council on
matters related to the productivity of
* the health care delivery system and to
the implications of new medical tech-
nology for the organization, delivery
and equitable distribution of .health
care services. "'Technology" includes
the drugs, devices and medical and
surgical procedures used in medical
care and the organizational 'and sup-
portive systems within which such
care is delivered. "Productivity" is the
efficiency with which health care is
delivered. -

The Subcommittee is to deliberate
and to make recommendations to the
full Council on matters chosen from
among those brought to it by Council
members, HEW staff and advisory
committees, jother Federal depart-
ments, congressional -committees and
staff provider groups and the. public
at large- The.subcommittee in addition

NOTICES

Will stud and investigate, the current
*needs for assistance of' HSAs 'and
SHPDSs in the area of evaluating pro-
ductivity improvement and new medi-
cal technology, help transmit concerns
of HSAs and SHPDAs t6 appropriate
-Federal agencies, and review the cur-
rent resources both within the Federal
Government and among the educa-
tional, research and other develop-
mental agencies for providing needed
assistance to HSAs and SHPDAs. In'
addition, it will review technology as-
sessment activities within the Depart-
ment in order to assure they are rele-
vant to.the needs of the HSAs and are
useful in the; development and imple-
mentation of national standards,
goals, and guidelines; afid for the es-
tablishment of priorities with those
goals.
Agenda for Subcommittees: Considera-

tion of issues related to the national
-guidelines, goals, standards, imple-
mentation and administration of
Titles XV and XVI and the Council's
responsibilities in the area of new
medical technology and productiv-
ity. "

Name. NATIONAL CO~UNCIL ON
HEALTH PLANNING AND DEVEL-
OPMENT

Date and Time: January 12, 1979, 8:45
a.m.

Place: Main Auditorium, Hubert H.
Humphrey Building

200 Independence Avenue, S.W.
Washington, D.C. 20201
Open for entire meeting.

Purpose. -The National Council on
Health Planning and Developfment is
responsible for advising and makiig
recommendations with. respect to (1)
the development of national guidelines
under section 1501 of Pub. L. 93-641,
(2) the implementation and adminis-
tration of Title XV and XVI of Public
Law 93-641, and (3) an evaluation of
the implications of new medical tech-
nology for the organization, delivery
and equitable distribution of health
care services. In addition, the Councif
advises and assists the Secretary in
the preparation of general regulations
to carry out the purposes of section
1122 of the Social Security Act and on
policy .matters ,arising out of the im-
plementation of it, 'including thle co-
ordination of 'activities under that sec-
tion with those under other parts - of
the Social Security Act or under other
Federal- or federally assisted health

- programs. Th6" Council considers and
adises' the Secretary on propqsals
submitted by the Secretary under the
provisions of section 1122(d)(2) that
health care facilities or health mainte-
nance- organizations be reimbursed for
expenses related to capital expendi-

- tures notwithstanding that 'under sec-

tion 1122(d)(1) there would'otherwise
be exclusion' of reimbursement for
such expenses.

Agenda: (1) Continuation of discus-
sons of subcommittee plans and oper.
ations; and (2) status reports from the
Administrator, Health Resources Ad.
ministration; Director, Bureau of
Health Planning: and Director.
Bureau of Health facilities, Financing
and Conversion.

Anyone requiring Information re-
garding the subject Council should
contact Mrs. S. Judy Sllsbee, Execu.
tive Secretary, National Council on
Health Planning and Development,
Room 10-27, Center Building, 3700
East-West Highway, Hyattsvllle.
Maryland, 20782. Telephone (301) 436-
7175.

Agerida items are subject to change
as priorities dictate.

Dated: December 12, 1978.

JAMIEs A. WALSH,
Associate Administrator for
Operations and Managent.

[FR Doc. 78-35571 Filed 12-31-78:8:45 ian]

[411 0-08-M]

National Institutes of lealth

-REPORT' ON BIOASSAY OF N-(I1
NAPHTHYL)ETHYLENEDIAMINE DIHYDROCH-
LORIDE FOR POSSIBLE CARCINOGENICIlTY

Availability

N-(-Naphthyl)ithylenedlamine dl-
hydrochloride (CAS 1465-25-4) has
been tested for cancer-causing activity
with rats and mice in the Bioassay
Program, Division of Cancer Cause
and Prevention, National Cancer fnsti-
tute. A report Is available to the
public.

Summary: A bloassay for the possi-
ble carcinogenicity of N-(-
naphthyl)ethylenedlamine dihydroch.
loride was conducted using Fischer 344
rats and B6C8F1 mice.,Applications of
the chemical include use as a dlagnos-'
tic reagent to determine levels of sul-
fanilimide and other compounds In
blood and other body fluids, N-(1-
naphthyl)ethylepedlamine dihydroch-
loride was administered in the feed, at
either of two concentrations, to groups
of 50 male and 50 female animals of
each species.

Unddr the conditions of this blo.
assay, dietary administration of lq-(1h
naphthyl)ethylenediamine dihydroch-
loride was not carcinogenic In Fisher
344 rats or B6C3F1 mice.

Single copies of the report are avail-
able' from the Office of Cancer Con-
munications, National Cancer Insti.
tute, Building 31, Room 10A21; Na.
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tional Institutes of Health, Bethesda.
Maryland 20014.
(Catalogue of Federal Domestic Assistance
Program Number 13.393. Cancer Cause and
Prevention Research) -

Dated: December 14, 1978. -
DoNAiz S. FREDRICKSON,

-,Director, National
Institutes of HealthL

[FR Doc. 78-35299 Filed 12-21-78; 8:45 am]

[4110-92-M]
Office of Human Development Services

FEDERAL ALLOTMENT TO STATES FOR SOCIAL
SERVICES EXPENDITURES PURSUANT TO
TITLE XX OF THE SOCIAL SECURITY ACT

Promulgation for Fiscal Year 1980-Revised
In FR Doe. 78-32060 published in

the FEDERAL REGisTER at page 53060 on
November 15, 1978, the limitations
promulgated to the States were incor-
rectly prepared. Accordingly, the pro-
mulgation contained in such document
is riscinded and the promulgation, as
corrected, is set forth below in its en-
tirety.

romulgatin is made of the Federal
allotment for Fiscal Year 1980 for pur-
poses of grants to States under Title
XX of the Social Security Act pursu-
ant to section 2002(a)(2) of the Act
which provides that the Federal allot-
ment shall be determined and promul-
gated in accordance wiht said section.

For Fiscal Year 1980, the allotment
limits are based 'on the Bureau of
Census population statistics contained
in its publication, "Current Population
Reports" (Series P-25, No. 727, July
1978) which is the most recent satis-
factory data, available from the De-
partment of Cbmmerce at this time as
to the population df each State and of
all States.
. It is hereby promulgated, for pur-
poses of grants to States for social
services under title XX, that the Fed-
eral allotment to each of the 50 States
and the District of Columbia for the
fiscal year ending September 30, 1980,
as determine pursuant to the Act and
on the basis of said population data
shall be as set forth below:.

state Federal

Totaial . . ....... ...

Airzona...- _
Arkansas. . . .....
California... ...... .....
ColoradoConnecticut - _ _ __....
Delaware -. .. .
District of Columba_
Florida
Georgia
Hawaii
Idaho-_
Ilinois ..Indiana
Iowa"Kansas
Kentucky
Louisiana . ---------- 

AUotment
$2,500.000.000

42.642.000
4.703.000

26.533.000
24.776.000

253.037.000
30.266.000
35.917.000

6,725.000
7.974.000

97.674.000
58.336.000
10,343:000
9.903,000

129.951.000
61.595.000
33.270.000
26.880.000
39,962.000
45.312.000

Maryland.
Massachusetts-__......
Mithigan
Minnesota
Mississipli
Missouri_....
Montana
Nebraska.
Neada.
New Hampshire
New Jersey
New Mexico
New York-.....
North Caroline
North Dakota_.... . ._...
Ohio
Oklahoma
Oregon....
Pennsyhm.l.a
Rhode Island
South Carolina
South Dakota_.......__...
Tennessee.
Texas
Utah
Vermont-
Virginia-...... .... -:
Washington
West Virginia..
Wisconsin .. ... __-

Wyoming....

Dated: December 7, 1978.

12.538.000
47,831.000
66,818.000

105.497.000
45,936.000
27,608.000
55.482.OOO
8.794.000

18.039.000
7.315.999.000

9,811.000
84.696.000
13.752.000

207.135.000
63.848.000
7.546.000

123.664.000
32485.000
27.458,000

136.191.000
10.805.000
33.236.000

7.962.000
49.680.000

148.267.000
14.653.000
5.581.000

59.341.000
42.273.000
21.483.000
53.784.000

4.692.000

E S ans L. OsBoRNE,
Commissioner, Administration

forPublic Services.

DAted: December 15, 1978.
Approved by, Arabella Martnz,

Assistant Secretaryfor
Human Development Services.

[4510O-23-M]

INTERAGENCY TASK FORCE ON
WORKPLACE SAFETY AND HEALTH

MAKING'PREVENTION PAY

Proposed Final Recommendations; Request for
Public Comment

AGENCY: Interagency Task Force on
Workplace Safety and Health.

ACTION: Request for Public Com-
ment.

SUMMARY: This publication reviews
the purposes for which the Inter-
agency Task Force on Workplace
Safety and Health was created. It re-
quests comments from the public on
the staff's proposed final recommen-
dations contained in its Draft Final
Report titled MfAKING PREVENTION
PAY, to the Task Force heads.
DATES: Comments should be received
by February 20, 1979.

ADDRESS: Mail comments to: Inter-
agency Task Force on Workplace
Safety and Health, 1815 North Lynn
Street, Rosslyn, Va. 22209.

FOR FURTHER INFORMATION
CONTACT'

Richard I. Bergman, Executive Di-
rector, Interagency Task Force on
Workplace Safety and Health. 1815
North Lynn, Street. Rosslyn. Va.
22209.

59909

SUPPLEMENTARY INFORMATION:
By memorandum dated August 5,
1977, President Carter created the
Interagency Task Force on Workplace
Safety and Health, jointly chaired by
Secretary of Labor Marshall and
Office of Management and Budget Di-
rector McIntyre, to consider ways of
improving the Federal Government
effort to protect the safety and health
of American workers. Specifically, the
President directed that the Task Force
focus on the following:.

Explore incentives that might sup-
plement direct workplace safety regu-
lations.

Evaluate government-wide adminis-
tration of Federal Workplace safety
and health activities, including dupli-
cation, overlaps and gaps In Federal
agency Jurisdiction.

Review other ways to improve the
safety and health efforts of all Feder-
al agencies, including those programs
that affect Federal employees and the
resources devoted to them.

In formulating its recommendations,
the Task Force strongly encburaged
information and views from the public
at large, including employers, workers,
and other interested parties. The Task
Force released Its FIRST RECOM-
MENDATIONS Report to the public
in September 1978 (GPO #9-10086).

The Task Force has now completed
additional and different proposed rec-
ommendations which are contained in
a draft final report to the Task Force
co-chairmen titled Making Prevention
Pay. This notice is published in the
FEDERAL REoxsTER to solicit public
comment on these staff proposed rec-
ommendations. Simultaneously, the
proposed recommendations will be re-
viewed by potentially affected govern-
ment agencies. The Task Force co-
chairmen will then consider comments
from both the public and government
agencies when making Task Force rec-
ommendations final.

The Draft Executive Summary of
Recommendations from the Draft
Final Report Making Prevention Pay
reads as follows:

The recommendations contained in
this Final Report are designed to
reduce serious workplace injuries and
to do so in a manner which is more
cost-effective than the present Federal
approach. They compliment, and in
some cases reinforce, Ideas for regula-
tory improvement now being discussed
within the Occupational Safety and
Health Administration (OSBA) and
other Federal agencies.

REcomMENATnoNs FOR MORE EFFEC-
TivE WORKPLACE SAFETY AND Rxax~n
ENORCMnENT (CHAPTER III)

Important changes have occurred in
occupational safety and health since
OSHA's 1971 start-up as the most visi-
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bi Federal -regulatory agency in this.
field.

Workers ire more informed and con-
cerned about job -safety and health
Issues. Safety engineers and managers,
once relegated to obscure riles, in.
many plants and industries, now play
more prominent parts. General public
support for government regulation of
workplace safety and health is high,
though there are ,sharp differences of
opinion over means, ends and costs.

OSHA itself, as the President n6ted
In his Memorandum chartering this
Task Force, has begun internal re-
forms to identify the most serious haz-
ard workers face. More recently it has
received public recognition for delet-
ing unnecessary standards.
.But OSHA has also labored under

handicaps. It seems inadequately
funded to meet the expectations
raised by its broad legislative mission
of assuring all workers "so far as possi-
ble" a safe and healthy workplace.
Few professional and technical staff
were hired during its formative years.
The demands of developing-standards
and conducting as many inspections as
possible to meet the Congress' man-
date left the agency few resouLrces to'.
-evauluate the effectiveness of its pro-
grams or move in new directions. As a
result, OSHA knows little im6re about
what'works to prevent injuirles today
than it did in 1971. While factors out
of OSHA's control contributed, the na-
tional rate of serious (lost workday)
injuries has not ,declined since' that
time.

The recommendations which follow
are designed to provide better focused
and 'more cost-effective enforcement
by prioritizing enforcement resources
on establishments with high )ates of
lost workday injuries; concentrating
on reduced Injuries rather than cita-
tions and compliance with procedures;
recognizing employers with low total
Injury rates; and affording standards
violators more flexibility in hazard
control while removing any financial
incentives for delayed abatement.

The Task Force recommends that
OSHA: I

* develop and test an enforcement
strategy which sends inspectors first
to High Injury Rate Establishments
(HIRE), and then to establishments
most likely to have detectable serious
standards violations;

* make more effective use of inspec-
tors by testing a requirement that
area directors'first respond to employ-
ee complaints with a letter to the em-
ployer rather than an on-site inspec-
tion, except in cases of imminent
danger or serious mobile site hazards;

e begin systematically to- Identify
hazards for which engineering con-
trols can be Implemented on normal
equipment replacement, cycles instead
of by retrofitting;

NOTICES

o develop a.penalty system that will
assess noncomplying firms a penalty
which precisely equals -the economic
benefits of their non-compliance;

*-maintain lists -of substitutes for
hazardous substances regulated by Its
standards; and

* develop ergonometric standards
where existing research makes swift
development of such standards feasi-
ble.

REcOMMENmATIONS TO SUPPLEMENT
DnCT REGULATION BY MAKING PRI-
VATE SECTOR PREVENTION PAY (CHAP-
TER IV)

Conventional wisdom. says that
safety pays. The Task Force found it
often does not, at least in monetary
terms. In many industries the average
cost of worker injuries is sufficiently
small that management focuses on
other Cost problems first. In industries
where the cost of injuries is high
(from 6 to 33 times-the overall nation-
al average), it may also be high for
many other firms, making it difficult-
for one employer to spend more for
prevention. The recommendations
which follow are -designed to make
prevention pay by increasing the ef-
fective cost of injuries to high-rate
firms- and rewarding their low-rate
competitbi-s. They also increase direct
financial assistance to high rate firms
in'hazardous industries to help them
take .preventive actions and avoid
these higher injury costs.

The Task Force recommends that:
* the Federal Tax-Code be modified

to prevent high-rate employers from
deducting that part of their workers'
compensation cost which exceeds the
average cost for their industry and size
class, and allow low-rate employers to
deduct the full average cost even if
their own cost is much lower; and

* when general economic conditions
permit, a limited increase in direct
Federal assistance be provided to high-
rate firms in hazardous industries in a
way which preferentially helps smaller
and less profitable firms increase both
their capital and non-capital expendi-
tures for prevention.

RECOMMENDATIONS TO SUPPLEMENT
DIRECT REGULATION BY COOPERATIVE
PROGRAMS WITH THE PRIVATE SECTOR
(CHAPTER V)
The Task Force found that work-

place injuries have multiple causes
which involve behavioral and organi-
zational as well as physical equipment
-components. We also found. that
safety performance is inextricable
from what a firm makes, how it makes
it, and how well it is managed. Since
many of these accident-related factors
are difficult for direct regulation to
impact, we concluded that injury pre-
vention must be the shared responsi-
bility of management, workers and

unions; as well as the Federal Govern,
ment. The recommendations which
follow are designed to sponsor, cooper-
ative prevention programs among all
these groups by providing better infor-
mation on engineering controls for
identified hazards, encouraging joint
labor/management efforts at both the
industry and plant levels, and placing
greater reliance on the ability of em-
ployers who have performed well in
the past to monitor their own Per-
formance.

The Task Force recommends that:
9 OSHA, NIOSH and other Interest-

ed Federal agencies fund a cooperative
program to abstract, store and dissemi-
nate on a fee basis Information on
aiailable control technology for Work-
place hazards. Private sector users and
other interested groups should be rep-
resented on a board of directors or ad-
visors to the program;

* significant knowledge gaps be iden.
tified, and gap-filling research be
funded jointly with the private sector;

* the program be evaluated for con-
tinuation after three years, and If It Is
continued, established as a separate
quasi-governmental organization;

*OSHA and NIOSH should stimu.
late the 'formation of joint worker/
management safety committees at the
industry level in industries where
their chance of success is high:

e OSHA and NIOSH should encour-
age formation of plant level worker/
management safety committees where
factors for their successful operation
appear to exist; and

e OSHA and NIOSH should evaluate
employer/employee self-certlfication
programs for health hazard abate-
ment, and sponsor demonstration proj-
ects.
RECOMMENDATION To REDUCE REGULA-

TORY DUPLICATION AND WASTE (CAP,
TER VI)
Recent polls show the public contin.

ues' to support Federal regulation of
job safety and health, but wants to be
sure it is getting Its full money's
worth. Waste can be avoided by reduc-
ing overlaps and gaps In Interagency
enforcement, standard-setting and re-
search efforts. Waste can also be
avoided by improving agencies' Inter-
nal safety and health programs and
reducing the taxpayers' bill for com-
pensating Federal workers' injuries
and illnesses, now costing the Treas-
ury over $1 billion per year.

To -reduce waste by reducing inter-
agency overlaps and gaps, the Taskk
Force recommends that:

9 OSHA focus Its resources on indus-
tries where other agencies have no
regulatory authority, and enter Into
agreements with agencies that have
such authority to assume more respon.
sibillty based on mutually agreeable
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standards and feasible enforcement
procedures;
-a an Executive brder spell out"

standard administrative procedures
for resolving interagency jurisdictional
disputes which include incentives for
agencies to seek rather than avoid res-
olution;
-- part of the budget of key DREW

agencies doing research related to qc-
cupational safety and health (NIOSH,
NCI; NIEHS) be allocated to be spent
solely at the-request of OSHA to meet
its specific research needs. One appro-
priate mechanism might be the issu-
ance of individual purchase vouchers
by OSHA specif,ing the work to be
done and its cost;

* standing interagency committees
to identify and prioritize applied and
basic research needs be established,
with membership drawn from the re-
search, regulatory and adinistrative
arms of agencies doing and using the
research;

* national morbidity and mortality
statistics correlated with industry of
employment be developed and periodi-
cally reported, with the Social Secur-
ity Administration and the National
Center for Health Statistics. acting as
lead agencies;

* DHEW and social regulatory agen-
cies jointly develop generally accepted
procedures for projecting the public
health impacts of proposed environ-
mental, workplace-safety and health,
and other social regulations. This
might include research and demon-
stration projects, as well as new ana-
lytical techniques; and

S0MB experiment with cross-cut-
ting budget analyses of hazard identi-
fication, prevention, and medical care/
compensation programs in the social
regulatory and health care depart-
ments and agencies.

To improve safety and health for
Federal employees, the Task Force
recommends that:

e the Federal Employees Compensa-
tion Act be amended to charge the
present value of the full compensation
award to the operating establishment
the year such awards are made, and an
appropriate appeal procedure be es-
tablished to allow agencies to chal-
lenge initial awards made to Federal
employees claiming injury or illness on
their jobs;

* Federal agencies and OSHA begin
immediate development of agency-
level causal data systems to identify
high-risk areas and establishments
within participating agencies, and
injury prevefition resources be focused
on those identified high-risk areas to
secure maximum gains in Federal
working conditions; and

9 an Executive Order require repre-
sentatives of OSHA- and GSA to nego-
tiate a consistent, structured basis for
resolving leased space safety conflicts,
subject to monitoring by OMB and as-

sistance by the Federal Mediation and
Conciliation Service at OMJB's request.
REcOMMENDATIONS To REcoNcLEx REG-

ULATORY IMPACTS AND BUILD A BROAD-
ER CoNsTrruEcY roR OSHA (CHmu-
TERS VII AND VIII)
The Task Force found that compli-

ance with OSHA regulations was often
hindered at individual plants by simul-
taneous requirements of other Federal
regulatory agencies; that the OSHA
inspector was often viewed by employ-
ers as a hinderer more concerned with
citations than reducing injuries; and
that OSHA Itself Is often caught be-
tween the polarized views of labor and
management, which hinder the agency
in developing Its own concept of the
public interest.

To help reconcile cumulative regula-
tory impacts, help OSHA be perceived
as a firm but fair helper, and begin to
build It a broader and less polarized
constituency, the Task Force recom-
mends that:

* an Establishment Stewardship
demonstration program be developed
in which OSHA inspectors become es-
tablishment stewards and are assigned
responsibility for between 100 to 200
workplace establishments; charged
with working with. management and
labor to reduce serious injury rates by
at least 5-10% a year; and authorized
to assist establishments to obtain
available Federal assistance and co-
ordinate compliance with other Feder-
al agencies when appropriate;

* all or part of any Federal assist-
ance towards the cost of compliance
with its regulations be appropriated so
far as feasible to OSHA's budget for
regular budget review, with subse-
quent distribution to Individual firms;

e the government develop and evalu-
ate the feasibility of a regulatory cap
limiting the absolute level and the
rate of increase of yearly expenditures
which must be made by Individual
firms for compliance with new social
regulations, with priorities established
by local choices, except for Imminent
danger to workers or the community;
,and

* OSHA develop and disseminate to
the general public its own view of the
public interest, including- the serious
nature and extent of the injuries and
illnesses It intends to prevent; their
short- and long-range Impacts on and
off the job; and a set of expectations
of what workers, their families, and
the public should expect in workplace
safety and health, for which the
agency can be held accountable.

Hindsight is a great clarifier. and it
seems fair to conclude that both work-
ers and employers might be better
served by administering and promot-
ing.the OSH Act as a hazardous indus-
tries and occupations program rather
than an all-correcting omnibus safety
and health statute. By adjusting the
expectations of both its supporters

and its opponents to this more'focused
reality, and by concentrating its ef-
forts in areas where concrete gains can
be realized. OSHA may help lay the
foundations of a broadei:constituency
which neither demands an all-out re-
sponse to every hazard, or fears irra-
tional disruption from every regula-
tory act. That adjustment, we think. is
a necessary step which both underlies
and goes beyond the specific recom-
mendations In this Report.

A complete copy of the Draft Final
Report as prepared by the staff can be
obtained by writing to the Task Force
at 1815 North Lynn Street. Rosslyn,
Va. 22209. If you have received the
Task Force's First Recommendations
Report, you will receive a copy of the
Draft Final Report and do not need to
request one.

Persons who are interested in assist-
ing the Task Force finalize its recom-
mendations by responding to this
notice should do so in writing to the
Interagency Task Force on Workplace -
Safety and Health. 1815 North Lynn
Street, Rosslyn, Va. 22209, by Febru-
ary 20, 1979.

When responding, please first copy
the recommendation(s) on which you
are commenting, followed by your
comments, kept as brief and specific as
possible.

Signed at Washington, D.C.. this
18th day of December, 1978.

RicHARD L BERGB1, °N
Executive Director.

CFR Doc. 78-35631 Filed 12-21-78:8.45 am]

[4310-84-M]

DEPARTMENT OF THE INTERIOR
Bureau of Land Management

lINT DES 78-50]

FEDERAL COAL MANAGEMENT PROGRAM

Public Hearings and Public Meetings

By F mER.. REGcsTzR Notice dated
December 15, 1978 (FR 43, No. 242, p.
58778) the Availability of the Draft
Environmental Statement on-the Fed-
eral Coal Management Program was
-announced and copies of the docu-
ment were made available for public
review and comment. In the Notice in-
formation was provided that public
hearings and public meetings would be
conducted during late January and
early February 1979 throughout the
United States.

The purpose of this Notice is to
specify the dates and location for the
subject hearings and meetings. Hear-
ings and meetings will be held at the
following locations (see attached list).
All other procedures regarding the
hearings as contained in the December-
15. 1978 Notice remain unchanged.

ARNOLD . P=rY,
ActingAssociate Director,

Bureau ofLand Management.
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Date City and State Location

PUBLIC3=rEINaS

January 3.'!979 ......... Albuquerque,'New Mexico ................. Tesuque Room. -Albuquerque Convention
Center. Second Street

January 3. 1979........ Denver. Colorado ........................... Wyer Auditorium Denver Public Library.
I r[- I- 1357Broadway

January 4, 1979.... ........ Salt Lake City. Utah ........................... Salt Palace Little Theater. 100 South West
'emple

January 4.1979... CheyenneWyoming ........................ Little America Motel. West of Cheyenne
January 5. 1979......... Grand Junction, Colorado .............. City Auditorium. Fifth and Rood Street
January 5, 1919 ............ Sheridan. Wyoming................... Sheridan Center Motor Tnn. 609 North 'Main
January 8. 1979 ............. Price, Utah ...... ........... Gomer Peacock Auditorium, College of East-

ern Utah
JanuaryS. 1979....._ .... Billngs Montana .... ............ :-Petro 'West Room. Student Union Building.

Eastern Montana College
January 9. 1979.......... Craig. Colorado .................................. New City Hall Bullding. 300 West 4th Street
January 9. 1979........ Miles City. Montana ............ Rooms 106 and 107, Miles Community Col-

lege
January 10, 1979'.......... Rock Springs, Wyoming .................... Holiday Inn, 1675 Deware Drive
January 10.979........ Bismarck,-North Dakota ............... Highway Department Auditorium. N5. D.

Highway Department Building. State Cap-
itol Complex

inLxc HEARINGS

January 22.1979 .......... Salt Lake City.Uf, h .................. Salt J'alace Little'Theater. 100 South West
7 - Temple

January,22. 1979.. . ....... Albuquerque, New Mexico ................. Cochiti Room, Albuquerque Convention
Center. Second Street

January 23. 1979........ Casper.-V'Womng ...... . .. Ramada Inn. 123'West E Street
January23. 1979 ....... Craig. Colorado ... ....... New City Hall Building. 200 West 4th Street
January 24, 1979 ............ Denver. Cblorado ......................... ,. Wyer Auditorium Denver Public Library.

1357 Broadway
January24. 1979 .......... Billings. Montana........... ................... .Petro West Room. Student Union Building,

Eastern Montana College
January 25.1979.......... Bismarck, North Dakota ............... . Highway Department Auditorium. N. D.

* .Highway Department Building. State Cap-
Itol Complex

January 30. 1979 ............ Chicago. Illinois ............. Buckingham Room, Continental Plaza Hotel,
909 North Michigan Avenue

February 1. 1979......... 'Lexington, Kentucky .......................... Keeneland Hall. Hilton Hotel, 1938 Stanton
- Way

February 6. 1979 .......... Washington. D.C ................................. Main Auditorium, Maln Interior Building,
18th and C Streets.W.W.

[FR Doe. 78-35740 Filed 12-21-78; 8:45 am]

[4310-84-M]

EM 42496]

MONTANA

Order Providing for OpenIng of Public Land
DECEMBER 13, 1978.

In an exchange of lands under the
provisions of-Section 206 of the Act of
October 21, 1976, 90 Stat. 2756, 43
U.S.C. 1716. the following land has
been reconveyed to the United States:

PRINCIPAL MERIDIAN, MONTANA

T. 8 S.,R. 60 E.,
Sec. 15, SW VSW/4 and SSEYASW'/-A;
AND

Sec. 22, WV NWVNE'/4, IEY4NW , AND
WVNW .

The area described contains 200
acres in Carter County, Montana.

The land is located in-southeastern
Montana near the, community of

Alzada and approximately 50 miles
southeast of the city of Broadus. Ele-
vation of the area is 3,500 feet above
sea level, and the topography Is char-
acterized by the Little Missouri River
and its floodplain; narrow deeply In-
cised tributaries; and a flat to moder-
ately undulating monoclinal surface
which dips at a, consistent low angle
toward- the Little 'Missouri River.
Vegetation consists primarily of big sa-
gebrush, silver sagebrush, green need-
legrass, western wheatgrass, blue
grama, American vetch, greasewood,
prckley" pear, green ash, box elder,
chokecherry, and snowberry. In the
past the land has been used for live-
stock grazing, wildlife- habitat, and
hunting activities. The- land provides
approximately 45 acres of riparian
habitat and public access to the Little
Missouri River. The land will be man-
aged, together with adjoining public
lands, for multiple use.

Subject to valid existing rights, the
land described in paragraph one
hereof will be open to operation of the
public land laws at 10 a.m., January
27, 1979. The government previously
owned the minerals in the W1/2NWV4,
Section 22, and this land will remain
open to the mining and mineral leas-
ing laws. No minerals were acquired In
the balance of the land. The lands
listed in paragraph one are within the
ranch holdings of the exchange propo-
nent and a grazing license will be
issued upon completion of a range
survey to .establish carrying capacities
and the filing of a valid grazing license
application.

Inquiries concerning the land should
be addressed to the Chief, Branch of
Lands - and Minerals Operations,
Bureau of Land Management, P.O.
Box 30157, Billings, Montana 59107.

EDGAR D. STARiK,
Acting Chief, Branch of Lands

and Minerals Operations.
[FR Doe. 78-35539 Filed 12-21-78; 8:45 am]

[4310-84,-M]

[Wyoming 659731

WYOMING

Applicatlon

DzEcrmzR 15, 1978.
Notice is hereby given that pursuant

to Section 28 of the Mineral Leasing
Act of 1920, as amended (30 U.S.C.
185), the Montana-Dakota Utilities Co,
of Bismarck, North Dalota filed an ap
plication for a right-of-way to con-
struct an 8 Inch pipeline for the pur-
pose of transporting natural gas across
the follawing described public lands:

SIXTH PRINCIPAL MERIDIAN, WYOMnI

T. 49.N., P_ 9 3 W.,
Sec. 5, lot 1. S 2NE 4, SEV.NWV . N/aSW4

and SW SWV ;
See. 6. S zSE4:
.Sec. 7, lots 1 and 2, NWV4NE 4 and

NEV4NW4.
E. 50 N., R. 93 W.,

Sec. 32, SE4SE4:
Sec. 33. SW NE , SE NW /, NV2SW4

and-SWY4SW .
T. 49 N., R. 94 W..

Sec. 11, SEY4SE A:
Sec. 12, S NE A, N'sSWV4, SW 4SW and

NW SE4.

The pipeline will transport natural
gas produced from the Federal #1-11
Well located in the SE ASE4 of sec.
11, T. 49 N., R. 94 W., to a point of
connection with Montana-Dakota Util-
ities Co.'s existing pipeline in the
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SWYVNEV4 of sec. .33, T. 50 N:., R. 93.
W., 6th Y.E, Big-Horn County, Wyo-
ming.

The purpose of this notice is to
inform the public that the Bureau will
-be proceeding with- consideration of
whether the application should be ap-
proved and, if so, under what terms
and conditions.

Interested persons desiring to ex-
press their views sh~uld do so prompt-
ly. Persons submitting comments
should include their name and address
and send them to the District Man-
ager,_ Bureau of Land Management,
1700 Robertson Avenue,'P.O. Box. 119,
W-orland, W-yomihg 82401.

WiijA S. Girasr,
_ Acting Cliief,'Branch of

Lands andMinerals Operations.
EFR Doc. 78 -355407flfed 12-21-78; 8:45 am]

[4310-70-M]

National Park Service-

CAPE COD NATIONAL SEASHORE ADVISORY
COMMISSION

Meeting

Notice is hereby given in accordance
with Pub. L. 92-463,that a. meeting, of
the Cape Cod National Seashore Advi-
sory Commission will be held on
Friday, January- 19, 1979, at 1:30 pm at
the Headquarters Building, Cape Cod
National Seashore, Marconi Station
Area, South Welfleet, Massachusetts.

The Commission was established
pursuant to Pub. L. 91-383 to meet
and consult with the Secretary of the
Interior on general policies and specif-
ic matters relating to the development
of Cape Cod National Seashore.

The Commission will consider the
following matters: (U Status of Beach-
comber property;, (2) Follow-up report
on recommendations of Ponds lfan-
agement Subcommittee; (3) Update on
planning effort to replace Coast
Guard beach facilities; and (4) Report
on restoration of Pamet Valley-' Cran-
berry-Bog.

The meeting is open to the public. It
is expected that 15 persons.willbe able
to attend the session in addition to
Commission members.

Interested persons may make oral/
written presentations to the Commis-
sion or file written statements. Such
requests should be-made to the official
listed- below at least seven days prior
to the meeting.

Further information concerning this
meeting may be obtained from Law-
rence C. Hadley, Superintendent, Cape
Cod National Seashore; South Well-
fleet, Massachusetts 02663, Telephone

, 617-349-3786. Minutes of thp, meeting
wilbe-avaiinble for public information
and- copying' four weeks after the

NOTICES

meeting at the office of the Superin-
tendent. Cape Cod National Seashore,
SoutltWellfleet, Massachusetts.

LAWRENCE C. HADLEY,
Superintendent,

Cape Cod Natlonal Seashore.
DscEmBEi 11, 1978.
FR Doc. 78-35587 Filed 12-21-78: 8:45 am]

[4310-70-M]

GOLDEN GATE NATIONAL RECREATION AREA
ADVISORY COMMISSION

Meeting

Notice Is hereby given In accordance
with the Federal Advisory Committee
Act that a meeting of the Golden Gate
National Recreation Area Advisory
Commission will be held at 7:30 p.m.
(PST) on. January 10, 1979 at Fort
Mason Visitor Center, GGNRA Head-
quarters, Fort,Mason, San Francisco,
CA.

The Advisory CommIssIon was estab-
lished by Pub. L. 92-589 to provide for
the free exchange of Ideas between
the National Park Service and the
public-and to facilitate the solicitation
of advice or other counsel from mem-
bers- of the public on problems perti-
nent to the National Park system in
Marin and San Francisco counties.

Members of the CommLislon are as
follows:

Mr. Frank Boerger, Chairman
Ms. Amy Meyer; Secretary
Mr. Ernest Ayala
Mr. RlchardBartke
Mr. Fred Blumberg
Ms. Daphne Greene
Mr. PeterHaas, Sr.
Mr. John Jacobs
Ms. Gimmy Park LI
Mr. Joseph Mendoza
Mr. John Mitchell
Mr. Merritt Robinson
Mr. Jack Spring
Dr. Edgar Wayburn
Mr. Joseph Williams

The major agenda Items will be elec-
tion of 1979 officers, a vote on the San
Francisco-pet policy guidelines, a vote
on the draft prospectus for the Marin
Headlands artist-in-residence prospec-
tus, a trails committee update, and an
update on the draft General Manage-
ment Plan timeframe for 1979.

This meeting Is open to the public.
Any member of the public may file
with the Commission a written state-
ment concerning thematters to be dis-
cussed.,

Persons. wisling- to receive further
information on this- meeting or who
wish to submit written statements
may contact Lynn, H. Thompson. Gen-
eral Superintendent Golden Gate Na-
tional Recreation Area, Fort Mason.

59913

San Francisco, CA 94123, telephone
415-556-2920.

Minutes of the meeting will be avail-
able for public inspection by Febraury
10, 1979 In the Office of the General
Superintendent, Golden Gate Nation-
al Recreation Area; Fort Mason, San
Francisco, CA.

Dated: December 15, 1978.

LI x H. Tnompsof,
General Superintendent, Golden-

Gate National Recreation-
Area.

[FR Doc. 78-35588 Filed 12-21-78:8:45 am]

[E430-55-M]
Fs and'Wildlife ServRe

FEDERAL AID IN FISH AND WILDLIFE
RESTORATIOR PROGRAMS

Availability of Final Environmental Impact
Statement

AGENCY: Fish and Wildlife Service,
Department of the Inter.ior

ACTION: Notice of Availability for
Public Comment on- Final Environ-
mental Impact Statement (FEIS) on
the Federal Aid in Fish and Wildlife
Restoration Programs.
SUMMARY: Pursuant to Section
102(2)(C) of the National Environmen-
tal Policy Act ot 1969; Pub. I, 91-190,
the Department of the Interior has
prepared a. Final Environmental
Impact Statement (FEIS) on the Fed-
eral Aid in Fish and Wildlife Restora-
tion programs. The ElS considers the
impacts of the two grant, programs on
populations of big and. small game, mi-
gratory game birds., sport fish, non-
game fish and wildlife, threatened and
endangered species, several categories
of land. air, water quality, soil and eco-
nomic conditions, among other topics.
The FEIS discusses six alternatives to
the currenL program which would
alter the-.degree of Federal funding
and control of the program-

ADDRESSE: Copies of the final
statement are available for inspection
at the following locations:

Associate Director-Fed6ral Assistance, U-,.
Fish and Wildlife Service. 18th and C
Streets. N.W.-Room 3024. Washington,
D.C. 20240.

Regional Director. U.S. Fish and Wildlife
Service. loyd 500, Building, 500 N.R.
Multnomah. Street- Portland, Orgon
97232.

Regional Director, U.S. Fish and Wildlife
Service. 500 Gold'Avenue, S.W. Albuquer-
que. New Mexico- 87103.

Regional Director U.S. Fish, and Wildlife
Service. Federal Building. Fort Sneling.
Twin Citles.Mnnesota 5511L

Regionar Director.- U.S. Fish and Wildlife
Service. IT 1Eecutive:Park Drive, Atlanta,
Georgia 30347.
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Regional Director, U.S. Fish and Wildlife
Service. 1 Gateway Center, Suite- 700
Newton Corner, Massachusetts 02158.

Regional Director, U.S. Fish and Wildlife
Service. 10597 W. 6th Avenue Lakewood.
Colorado-80215. -

Alaska Area Director. U.S. Fish and Wildlife
Service. 1101, E. Tudor. Road. Anchorage.
Alaska 99507:

A limited number of single copies
are available and may be obtained by
vriting the Chief, Division of Federal
Aid, at the address below.
FOR FURTHER INFORMATION,
CONTACT:

Charles K. Phenicie, Chief, Division
of Federal Aid, U.S. Fish and Wild-
life Service, Washington, D.C. 20240,
phone (703) 235-1526.
Dated: December 22, 1978.

LARRY E. ME ERoTTo,
Deputy Assistant Secretary.

CFR Doc. 78-35405 Filed 12-21-78; 8:45 am]

[7020-02-M] . - -

INTERNATIONAL TRADE.
COMMISSION

ETA-03-5]

STAINLESS STEEL AND ALLOY TOOL STEEL'

Investigation and Hearing

Investigation instituted. Following
receipt of a petition on November 30,
1978, filed by the Tool and Stainless
Steel Industry Committee and the
United Steelworkers of America, AFL-
CIO, the U.S. International Trade
Commission on December 11, 1978, in-
stituted an investigation under section
203(i)(2) and (i)(3) of the Trade Act of
1974 for the purpose of gathering in-
formation in order that it might advise
the President of its judgment as to the
probable economic effect on the do-
mestic industry concerned of the ter-
mination of import, relief presently in
,effect with respect to the. stainless
steel and alloy tool steel provided for
in Items 923.20 through 923.26, inclu-
sive, of the Appendix to the Tariff
Schedules of the United States.
Import relief presently in effect with
respect to such articles is scheduled to
terminate at the close of June 13,
1979, unless extended by the Presi-
dent. The relief is provided for in
Proclamation 4445 of June 11, 1976 (41
FR 24101), as modified by Proclama-
tion 4477 of November 16, 1976 (41 FR
50960), Proclamation 4509 of June 15,
1977 (42 FR 30829), and Proclamation
4559 .of April 5, 1978 (43 FR 14433).

Public hearing ordered. A public'
hearing in connection with this inves-
tigation will .be held in -Washington,
D.C., at 10 a.m., e.s.t., on.Tuesday,
March 6, 1979, in the Hearing Room,
U.S. International Trade Commission
Building, 701 E Street, N.W. Requests

NOTICES

for.appearances-atthe hearing should
be received in writing by the Secretary
to the Commlsion at his office in
Washington no' later 'than noon on
March 1, 1979.

Suggested prehearing procedures. To
facilitate the hearing process, it is re-
quested - that persons wishing- to
appear at the hearing submit prehear-
ing briefs enumerating and discussing
the issues which they wish to raise at
the hearing. -Such prehearing briefs
should be submitted to the Secretary
of the Commission no later than the
close of business. Monday, February
26, 1979. The Secretary will make
copies of such briefs available to the
public., While this does not prohibit
submission of prepared statements in
accorane. with § 201.12(d) of the Com-
mission's Rules of Practice and Proce-
dure (19 CFR § 201.12(d)), it would be
unnecessary to submit -such a state-
ment if a prehearing brief is submitted
instead. Any such statements will, of

'course, be made a part of the tran-
script. Oral presentations, however,
should, to-the extent possible, be limit-
ed to issues raised in -the prehearing
briefs.,
"Prehearing conferences will be held

on Tuesday, February 12, 199, at
.10:00 a.m. and Friday, March 2, 1979,

at 10:00 a.m. in Room 117 of the U.S.
International Trade Commission
Building.

Persons not represented by counsel
or public officials Who have relevant
matters to present may. give testimony
without regard to the suggested pre-
hearing procedures outlined above.. Inspection of petition. The petition
filed in this- case is available for public
inspection at the Office of the Secre-
tary, U.S. International Trade Com-
mission, and at the New York City,
office of the U.S. International Trade
Commission located at 6 World Trade
Center:

Issued: December 19, 1978.

By order of the Commission.
- KENNETH R. MASON,
- Secretary.

(FRDoc. 78-35689 Filed 12-21-78; 8:45 am]

[4410-01-M]

DEPARTMENT OF JUSTICE

UNITED STATES CIRCUIT JUDGE NOMINATING
COMMISSION; EIGHTH CIRCUIT PANEL

, Meeting

The Eighth Circuit Panel of 'the
United States Circuit Judge Nominat-
ng Commission will meet in St. Louis,

Missouri on January 8, 1979, at the
Breckenridge' Pavillion Hotel, in the
Board Room at 8:30 a.m. The morning
session will be open to the public. The
afternoon session',will be devoted to a

discussion, of candidates and will be
closed to the public pursuant to Pub,
L. 92-463, Section 10(D) as amended.
(CF. 5 U.S.C 552b(c)(6),)

JosEPH A. SANCHES,
Advisory Committee
Management Officer.

DECEMBER 15, 1978.
(FR Doe. 78-35538 Filed 12-21-78: 8:45 aml

[4410-01-M]

UNITED STATES CIRCUIT JUDGE NOMINATING

COMMISSION; FOURTH CIRCUIT PANEL

Meeting

The first meeting of the nominating
panel for the Fourth Circuit of the
United States Circuit Judge Nominat
ing Commission will be held on
Monday, January 8, 1979, at.9:30 a.m..
Federal Building, U.S. Court House,
Richmond, Virgiana. This meeting will
be closed to the public pursuant to
P.L. 92-463, Section 10(D) as amended,
(CF 5 U.S.C. 552b(c)(6).)

JOSEPH A. SANeCTIS,
Advisory Committee
Management Officer,

DECEMBER 19, 1978.
(FR Doc. 78-35568 Flied 12-21-78:8.45 am]

[4410-18-M]

Law Enforcement Assistance Admtnlslratlon

NATIONAL MINORITY ADVISORY COUNCIL
ON CRIMINAL JUSTICE

Reestablishment

The Law Enforcement Assistance
Administration (LEAA) hereby deter-
mines that the' reestablishment of the
National Minority Advisory Council on
Criminal Justice (NMACCJ) is In the
public interest and necessary, appro-
priated and consistent with the pur-
poses of the Federal Advisory Commit-
tee Act, Pub. 92-463, LEAA Instruc-
tion I 2100.1, and Office of Manage-
ment and Budget Circular A-63. Al-
though Determination was made pre-
viously, LEAA failed to publish notice
of reestablishment.

1. Designation: The Committee shall
be known- as the National Minority
Advisory Committee on Criminal 4Tus-
tice (NMAC).

2. Eurpose: To advise LEAA or the
-needs and views of the Nation's minor
ity communities as they relate to
LEAA's priorities and policies relating
to the improvement of law enforce-
ment 'and criminal justice.

3. Reestablishment date and termi-
nation date: The Committee will
remain in existence for six months
from the date of Its reestablishment,
from June 30, 1978 through Decomber
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31, 1978 or until superceded by, federal
legislation prior to that date.

4. Meetings: The Comnttee will
meet quarterly, or more frequently as
required to carry out its purposes and.
fulfill its duties.

5. Membership: Membership of the
Council and its committees will be'
drawn from concerned Federal agen-
cies, public law enforcement agencies,
private businesses, social agencies, in-
stitutions and representatives from
the minority groups designated by 28
CFR 42.301 Subpart E.

6. Authority:. The Council will oper-
ate pursuant to the provisions of the
Federal Advisory Committee Act, Pub.
I. 92-463, OMB Circular No. A-63,_
LEAA Instruction I 2100.1, and any
additional orders and directives issued
in implementation of the act.

HENRY S; DOGIN,
DeputyAdministrator
forPolicy Development

EFR Doc- 78-35572 Filed 12-21-78: 8:45 am]

[4510-29-M]
[4830-01-MI

DEPARTMENT OF LABOR
Pension and;Welfare Benefit Program

DEPARTMENT OF THE TREASURY?

Internal Revenue'Service

Class Exemption for Certaih Transactions. In-
volving Insurance Company Pooled.Separate
accounts, (Prohibited Transaction Exemption
78-19).

AGENCIES: Department of, Labor,
Department of the Treasury; Internal
Revenue Service.

ACTION: Grant of, class exemption.,

SUMMARY: This exemption allows
insurance company pooled separate ac-
counts, in which employee benefit
plans have an interest, to- engage in
certain transactions, provided speci-
fied conditions, are met. The exemp-
tion also enables an employee benefit
plan to hold, under certain circum-
stances,. employer- securities or em-
ployer real property. In the absence of
this 'exemption, these insurance com-
pany pooled separate account transac-
tions and employee benefit plan hold-
Ing might be prohibited by the Em-
ployee Retirement Income Security
Act of 1974 (hereinafter the, Act. or
ERISA) and the Internal Revenue
Code of 1954 (hereinafter the Code).
EFFECTIVE DATE: January 1, 1975.

FOR FURTHER INFORMATION
CONTACT'

Alan Levitas, Office of Fiduciary
Standards, Division of Exemptions,
Pension and Welfare Benefit Pro-
.grams, K..S_ Department of Labor,
200 Constitution Avenue. N.W.,
Washington, D.C. 20210, (202) 523-
8884. This not a toll free number.

SUPPLEMENTARY INFORMATION:
On October 11, 1977 notice was pub-
lished in the FmEmnL REGrSTER (42-FR
54886) that the Department of Labor
and the Internal Revenue Service
(hereinafter collectively referred to as
the Agencies) had under consideration
a proposed class exemption from the
restrictions of sections, 406 and 407(a),.
of ERISA and from the taxes imposed
by sections 4975(a) and (b) of the
Code, by reason of-section 4975(c)(1)
of the Code. The proposed class ex-
emption was requested in an applica-
tion (No. D-039) filed by the American
Council of Life Insurance, the Pruden-

-tial Life Insurance Co. of America,
The Equitable Life Assurance Society
of .the United States, the John Han-
cock Mutual Life Insurance Co.. and
Connecticut General Life Insurance
Co. (herinafter collectively referred to
as the Applicants)i and would exempt
certain transactions entered. into by
insurance company separate accounts
in which employee benefit plans
invest.. The exemption was proposed
and public comments were received, in
accordance with the procedures set
forth in ERISA Procedure 75-1 (40 FR
18471, April 28, 1975) and Rev. Proc.
75-26, 1975I, CB. 7221. Notice, of a
public hearing on the, proposed ex-
emption. was, published, on- December
30,,1977, (42.- R 65308), anc. the public
hearing was held. on.February 3. 1978.

In response to) the comments, and
testimony received, the Agencies have
amended: certaln provisions- bf the ex-
emption. The- format of the exemp-
tion, however, remains unchanged., In
section 1,,theAgencies set out a gener-
al exemption. and thenlist three situa-
tions in which relief will be available
even though. the terms of' the general
exemption are not met. Section II in-
cludes exemptions, with requirements
independent of those contained in sec-
tion I. which are applicable to specific
types of transactions. Discussed below
are the exemption's major provisions
and the Agencies' responses to com-
ments they received.

L Ou-n.is or THE ExEmPToN

A. THE sEcToI r Pnovisioxs

Section (a), -the exemption's basic
provision, permits a pooled separate
account to engage In transactions.
which otherwise might be prohibited
by sections 406 and 407(a) of the Act
and section 4975(c)(1) of the Code,
with persons who are parties in inter-
est with respect to plan I, so lpng as
the plan's participation does not
exceed a specified percentage of the
total, assets in the pooled separate ac-
count. A transaction between an em-
ployer of employees covered under a

'As used herein the term "party In Inter-
est" Includes persons who are "disqualified
persons" within the meaning of section
4975(e)(2) of the Code.
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plan and an insurance company pooled
separate account in which the plan
has an interest greater than that indi-
cated In section I(a) may nonetheless
be exempt provided other conditions,
listed in section I(b) of the exemption,
are met. If a plan complies with the
requirements of either section I(a) or
section I(b), section I(c) of the eiemp-
tion allows the plan under certain cir-
cumstances to acquire or hold qualify-
Ing employer securities or qualifying
employer real property in excess of
the 10 percent limitation of section
407(a) of the Act. Section I(d) of the
exemption enables insurance company
pooled, separate accounts to acquire or
hold employer securities or employer
real property in, certain situations in
which the requirements of sections
I(a) or I(b), arenot met.

B. TH sECTION-IEXZ ONS

The four exemptions contained in
section IL cover specific transactions
which may be entered into by pooled
separate accounts. Under paragraph
(a) of section II, a. party in interest
with respect to a planr is permitted? in
certaim casei to furnish goods to ai in-
surance company, pooled. separate-ac-
count in which, the plar has an inter-
est exceeding the section I limits. Sec-
tion 11(a) also allows both the leasing
of real property and the incidental
furnfshing, of goods by a- poored? sepa-
rate account to a party in interest,
providedL specified? conditions are ful-
filled- Section IMb)- enables. a pooled
separate account to. engage in certain
transactions- with individuals who are
parties. in interest by virtue of being
service providers. Section II(c) allows
an insurance company or Its affiliate
to provide a pooled separate account,
maintained by that company, with
real property investment management
services, so long as those, services are
provided at cost. The fourth exemp-
tion contained in-section I. which was
added in response to comments re-
ceived by the Agencies, specifically
allows certain transactions involving
places of public accommodation.

C. GENERAL COMDMONS

All of the provisions in section I and
II are subject to conditions, set out in
section In, which: are designed to fur-
ther safeguard against abuses. Section
III requires each exempted transac-
tion to be at least as favorable to the
pooled separate account as an arm's-
length transaction with an unrelated
party would be. In addition, the insur-
ance company maintaining the sepa-
rate account must keep a record of
every exempted transaction for a
period of six years after that transac-
tion occurs. The recorded information
Is available for inspection by those in-
dividuals described in section 1I(c) of
the exemption.
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II, DISCUSSION'.oF.COMMENTs RECEIVED.-

A. REDEFINING EMPLOYER -SECURITIES AND

EMPLOYER

Real 18roperty

Comments were received urging the
Agencies to define more broadly the
terms "employer securities" and "em-
ployer real property" to cover securi-
ties or real property of certain-part-
nerships, joint ventures or, corpora-
tions, which are not "affiliates" under
section 407(d)(7) of the Act, but which
are parties in interest with respect to a
plan investing in the separate account
under sections 3(14) (E), (0), (H), and
(I) of the Act because, of some rela-
tionship to an employer. Thus, it was
requested, in effect, that the following
persons be deemed employers for pur-.
poses of the exemption: (1) 50,percent
owners of the employers; (2) business
entities 50 percent or-more owned by
the employer; (3) employees, officers,
directors or 10 percent shareholders of
the employer or of those persons de-
scribed In (1) and (2); and (4) 10 per-
cent or more partners or joint vehtur-

ers in the employer or in the persons
described in (1) and (2).

Section I(d) of the exemption has
been ,modified to include the relief re-
quested. This.section reflects the posi-o
tion that a' pooled separate account
should' be allowed, in certain situa-
tions, to acquire, sell or hold employer
securities or to acquire, sell, hold or
lease employer real property, even
though the plan's interest in the
pooled separate account should not be
deemed de minimus. If a pooled sepa-
rate account can enter into certain
transactions involving employer secu-
rities or employer real property, it
should also be allowed to engage in
similar transactions involving securi-
fies issued by, or real property leased
to, persons who are parties in interest
by virtue of their relationship to the
employer, and who are presumably
less able, than an employer of employ-
ees covered by a plan, to influence the
investment decisions of a separate ac-
count in which the plan has an inter-
est.

B. PUBLICLY ISSUED OR TRADED DEBT -

INSTRUMENT EXEMPTION

Section (d), as proposed, included a
condition which, if applicable; Would
have required that, immediately after
a separate account's acquisition of an
obligation,, at least 50 percent of the
aggregate amount of the issue out-
standing at the time of the acquisition
be .held by persons independent of the
issuer. Comments were received re-
-questing the Agencies to make this
condition inapplicable to acquisitions
of publicly issued or traded instru-
ments. 2 The Applicants stated thator-'

2 2At the hearing the Applicants defined a
publicly issued or traded instrument 'as an
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dinarily. " such_- instruments .would
comply with.,section I(d)'s 50 percent
requirement. However, the Applicants
argued;-to prove that this requirement
was met would be unnecessarily difff-
cult and expensive, since the identities
of the persons holding publicly issued
or traded debt instruments* are almost
always unknown to, and not readily as-
certainable by, an insurance company.

In response' to this argument, the
Agencies have redrafted section I(d) to
-make the 50 -percent test applicable
only to those securities that qualify as
"restricted securities" as that term is
defined in Rule 144 under the Securi-
ties Act-of 1933.3 The Agencies have
concluded- that for securities falling
outside the "restricted securities" cate-
gory, inquiry into and proof of compli-

- ance with the 50 percent- requirement
of section I(d) would be comparatively
too'time consuming and expensive for
the benefit which might be obtained.
On the other hand, it appears that rel-

-atively little burden is involved in as-
cer taining the ownership of restricted
securities and the proportion of such
securities 'held by the separate ac-
count. .

C. SECTION I(D) AND THE ACQUISITION OF
EMPLOYER STOCK

The Applicants requested that see-
tion I(d) be extended to cover acquisi-
tion of employer stock. The Agencies
have adopted this suggestion.

D.-MAKING SECTION I(D) APPLICABLE TO
SALES AND LEASES

- Section I(d) of the proposed exemp-
tion can be read as being applicable to
only the-acquisition or holding of em-
ployer real 'property. The. Agencies
have modified the exemption to make
explicit that it applies to the execu-
tion of a lease involving real property.
-The Agencies- have also adopted the
Applicants' suggestion that section
I(d) be extended to cover sales of em-
ployer securties and employer -oral
property. This action was taken to.

obligation which is traded on a national se-
curities exchange or in the over-the-counter
market, or which has a maturity at the time
of issuance not in excess of nine months.
This definition, in essence, excludes only
private-placement obligations with a maturi-
ty in excess of nine months.3"Restricted securities" are defined in
Rule 144 as "securities acquired directIY or
indirectly from the -issuer thereof, or from
an affiliate of such issuer, in a transaction
or chain, of transactions not Involving any
public offering or from the issuer in a trans-
action in reliance on Rule 240 under the Se-
curities Act of, 1933 or Which were issued by
an issuer in a transaction in' reliance on
-Rule 240 and were acquired in-a transaction
or chain of transactions not involving any
public offering." -Rule 240 provides an-ex-
emption from registration under the Act for
certain limited offers and sales- by- closely

- held issuers -if the terms and conditions of
- the rule are met.

conform the class exemption to .sec-'
tion 408(e) of, the Act. upon which the,
exemption was In large part modeled.4

E. VALUE LIMITS OF THE SMALL LEASE AND
GOODS EXEMPTION

Section II(a) of the exemption per-
mits 'a pooled separate account to
engage in a transaction, Involving the
furnishing of goods In connection with
real property, with persons who are
parties in interest, so long as the
amount involved In the transaction
does not exceed a specified amount.
That amount in any year- is the great-
er of $ 25,000 or .025 percent of the
fair market value of the assets of the
pooled separate account on the ac-
count's most recent valuation date
prior' to the transaction. The exemp-
tion requires all transactions between
a pooled separate account and a par-
ticular party in interest to be aggre-
gated to 'determine whether these
limits are exceeded.

In their comments, the. Applicants
requested the Agencies to redraft seq-
tion II(a) to require only that the
amount of each" transaction, and not
the agregate amount of all transac-
tions; between a pooled separate ac-
count and a party in Interest not
exceed in any year $25,000 or .025 per-
cent of the fair market value of the ac-
count's assets,' The applicant argued
that a transaction by transaction test
Is 'appropriate, in part, because the In-
dividuals responsible for the leasing
and management of the buildings to
which section II(a) would apply, are
local or regional managers and notof-
ficials of the insurance company's cen.
tra' office. Moreover, the Applicants
argued, Insurance companies would
have difficulty administering section
II(a)'s aggregate amount test.

The Agencies have not adopted the
Applicants' proposed transaction by
tranaction test. The Agencies agree
with the Applicants that the $25,000
or .025 percent test contained In the
proposed exemption will require cen-
tralized recordkeeping by the Insur-
ance company sponsor of the separate
"account and that this standard Will

4Section 408(e) requires, generally, that
an acquisition,'sale or lease must be for ade-
quate consideration. This' condition need
not be' incorporated into this exemptioil, be-
cause, as mentioned in the text above, sec-
tion III 'of the exemption requires nny
transaction to be on terms at least as favor-
able to a pooled separate account as n
arm's-length transaction with an unrelated
third party.

5The effect of the section II(a) test, as
-proposed, is to provide that if a separate ac-
count's assets Invested in real property do
not exceed $100 million, then the separate
account and a party ink Interest can enter
into transactions which do not exceed the
aggregate amount of $25,000 per year. But if
the, assets of the separate account dXceed
$10'0 million, then the ,025 percent test must
be met.,
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limit the availability of the exemption
for certain of the largest separate ac-
counts. Nevertheless, the Agencies be-
lieve that the Applicants' proposed
test would be -open-ended since it
would permit a pooled separate ac-
count to enter into an unlimited
number of leases in the amount of
$25,000 or less, so long as each lease
involved 'separate property. Thus, the
modification suggested by the Appli-
cants, in the context of this class ex-
emption, would not afford adequate
safeguards. The Agencies would con-
sider additional requests for exemp-
tion covering small leases and goods
which incorporated a transaction by

'transaction test, yet contained ade-
quate safeguards, perhaps in the form
of an accompanying to tal asset test.

F. SEPARATE ACCOUNTS AND FURNISHING

GOODS

Comments were received suggesting
that section II(a) be clarified with re-
spect to its applicability to transac-
tions in which a separate account fur-
nishes incidental goods to a party in
interest in connection with a lease of
property. For example, the Applicants
questioned whether (a) a hotel owned
by a separate account might Serve
meals -to a guest or (b) a separate ac-
count, as lessor of a shopping center,
might furnish cleaning supplies to ten-
ants. In order to assure the Applicants
that these types of transactions may
continue under ERISA, the Agencies
have adopted their suggestion. -

G. EZMPTION FROM SECTION 407(A) Or

THE ACT

In their written comments, the Ap-
plicants asked that proposed section
II(a) be amended to include an exemp-
tion from section 407(a) of the Act.
The Applicants suggested that unless
.such relief were added, those leases
covered by section H(a) would have to
be counted as employer real property
for purposes of section I(d) of the ex-
emption. The - effect of considering
these leases to be employer real prop-
erty, the Applicants argued, would be
to place an undue recordkeeping
burden on pooled separate accounts.

The Agencies have decided not to in-
corporate an exemption from section
"407(a) of the Act into section II(a)
largely because such a change would
result in an overly broad exemption
containing insufficient safeguards. It
should be-noted that leases between a
separate account and an employer
Would be permissible under the section
I'(a) or (b) exemptions, and that these
leases need not be counted as employ-
er real property if the plan's participa-
tion in the separate account or the
substantiality of the employer- does
not exceed the limits of the basic ex-
emption. To emphasize section IIa)'s
narrow scope, the Agencies have re-

vised that section to make clear that It
gives no relief from the restriction of
section 406(a)(1)(E) or section
406(a)(2) of the Act.

H. ACCESS TO RECORDS

Section III(c) of the exemption re-
quires insurance company separate ac-
counts to maintain record of transac-
tions covered by the provisions of sec-
tions I and ii and to make these rec-
ords available to a number of individ-
uals, including participants of plans
investing in the separate account. The
Applicants argued that giving all par-
ticipants the unconditional right to'
examine a separate account's records
will create a large potential for harass-
ment and abuse. Consequently, the
Applicants suggested that a procedure
be established that would permit a
separate account to decline temporar-
ily to honor requests for examination
of records by participants, beneficia-
ries, and their representatives where
those requests are unduly burden-
some.

The Agencies see no need to adopt
the Applicant' suggested modification
of section m(c). The operation of
nearly identical recordkeeping require-
ments contained in other class exemp-
tions has apparently not resulted in
unduly burdensome requests. The
mere possibility that the record-keep-
ing procedure included In the exemp-
tion might create a potentialfor abuse
is not a convincing reason for the
Agencies to -adopt an alternate provi-
sion at this time.

The Agencies have rewritten section
III(c) to make clear that all those indi-
viduals who are authorized to examine
insurance company records under the
exemption are subject to the same
limitations. The language that has
been added is not intended to reflect
any substantive change In the scope of
the section I(c)'s access require-
ments from that described in the pro-
posed exemption.

I. THE DEFINITION OF "AFFILIATE"
The Applicants suggested that the

Agencies narrow.the definition of "af-
fillate" for purposes of the exemption.
The definition of that-term contained
in section IV(b) of the exemption is
modeled after one used in the Invest-
ment Company Act of 1940 and is simi-
lar to those appearing In other class
exemptions under ERISA.

(1) Partners. The Applicants argued
that partners of life Insurance compa-
nies should not be considered affiliates
under the exemption. The Applicants
contended that the result of Including
partners within the definition of an
affiliate would be to make much of the
exemption unavailable to separate ac-
counts engaging in transactions Involv-
ing partners. Typically, the Applicants
stated, life insurance companies

engage in many dealings through part-
nerships and may have thousands of
partners.

The Agencies have redrafted section
IV(b)(2) to make clear their intent
that the term "partner" in that sec-
tion refer only to a partner in, and not
to a partner with. an insurance compa-
ny, Insurance company pooled sepa-
rate account or an employer of em-
ployees covered by a multiple employ-
er plan. The persons Identified as "af-
filiates" in section IV(b) are persons
who are likely to share a strong identi-
ty of interest with those entities seek-
ng to be covered by the exemption.

Because of these shared interests,
such persons may be unable to act im-
partially when engaging in transac-
tions that could benefit the persons to
whom they are related. On the other
hand, a co-partner is unlikely to influ-
ence as significantly, or to be as sig-
nificantly influenced by, a person with
whom it is a partner as to other mat-
ters. Accordingly, a co-partner should
not be deemed an affiliate for pur-
poses of this exemption.

2. Controlling and Controlled Per-
sons. Section IV(A(1) of the exemp-
tion defines "affiliate" to include any
person controlling, controlled by, or
under common control with, the
person. "Control" is defined as the
power to exercise a controlling influ-
ence over the management or policies
of a person. The Applicants argued
that the definition of controlled and
controlling person Is inadequate be-
cause It is Imprecise and must be ap-
plied to the facts and circumstances of
each transaction entered into by a sep-
arate account. The Agencies believe
that, in general, a test based on the
facts of each individual transaction af-
fords the greatest protection to em-
ployee benefit plans and their partici-
pants. In this connection it is noted
that the controlling or controlled
person test has been used successfully
by the Agencies in other class exemp-
tions.

3. Officers, Directors and Employees
The Applicants suggested that insur-
ance company officers, directors and
employees should be excluded from
the definition of affiliate for the pur-
poses of the small lease and goods ex-
emption of section II(a). They argued
that such a change was necessary and
appropriate to allow such persons to
stay, for example, at a hotel owned by
the separate account. It is question-
able that the approach suggested by
the Applicants would successfully deal
with a situation involving hotel accom-
modations, since the providing of lodg-
ing, as a technical matter, is more gen-
erally termed a license and not a lease.
Moreover, defining "affiliate" in the
way the Applicants suggest would
make the section II(a) exemption ap-
plicable to a lease, involving separate
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account assets, entered into by. an in-
surance company officer who has sig-,
nificant influence' over 'the separate
account. 1. *

It does not appear likely that. Con-.
gress intended ERISA to prevent an
officer, director or employee of an in-
surance company, or a participant in a
plan having an interest in a separate
account maintained by that company;
from staying or eating at a hotel
owned by the separate account.6 In,
order to avoid any possible confusion,
the Agencies have added sdction I1(d)
to the exemption to, permit, transac-
tions involving places. of public: accom-
modation so long as, and to the extent
that, the services and facilities fur-
nished to any party, in interest, are pio-
vided to, the general public.

4. Representatives. Section. IV(b)(1)
of the proposed exemption included.
representatives of an insurance com-
pany within the definition of an affili-
ate. The -Applicants, in their--com-
ments, noted that "representatives" is
a broad term that might be construed
to cover a number of persoris who may
take action on behalf of insurers such
as banks, attorneys and real estate
brokers.IThe Agencies' intent. in using the
term "/representative" was to ensure,
that insurance agents,, who might not
be considered common law employees,
had to comply with the requirements,
of the class exemption. In view of this-
intent, and In response to, the Appli-
cants' comments, the Agencies have
deleted the word "representative"
from section IV~o)(1b) and have ex-
pressly provided that insurance agents
are to be considered insurance compa-
ny employees for the purposes of this
exemption.
J. FRACTIONAL SHARES OF SEPARATE

ACCOUrr ASSETS
Paragraph (d) of section I of the

proposed exemption contained a provi-
sion stating that, for purposes of com-
pliance, with the conditions imposed
by that paragrpah, each plan shall be
considered to own the- same fractional
share of each asset in the pooled sepa-
rate account as its fractional share of
total assets in the pooled separate ac-
count on the account's. most recent
preceding valuation date.. The Agen-
cies have renumbered this, provision.
section. IV(e)(i) to make clear that it
applies generally to the entire class ex-
emptfon.
k. SHORT-TERM OBLIGATIONS EXEMPTION

At the hearing and in. their -post
hearing submissions, the- Applicants

'For example i-the conference report ac-
companying the Act, the conferees, when-
discussing a somewhat analogous. situation,
expressed the expectation that an ordinary
"blind" transaction In securities on an ex-
change with a party in interest would not be
a prohibited transaction. Conference Report
on the Act,, HR. Rep. No., 93-1280. 93d
Cong.. 2d Sess. 307 (1974 _, I
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took, the position that the conditions,
of the class exemption should not-
apply to investments in short-term. ob-
ligations. The Agencie believe that
special treatment may be necessary
for insurance company separate ac-
count investments in short-term secu-
rities. However, at this time, the Agen-
cies cannot 'determine on the basis of
the record whether or to what extent
to grant such relief. Thus., in order not
to delay the effectiveness of the othef
provisions of this exemption; no spe-
cial treatment for short term obliga-
tions has been proposed or granted.7

L. UNION LABOR LIFE INSURANCE
COMPANY COMMENTS

Union Labor Life Insurance Compa-
ny filed comments requesting. -the
Agencies,' view of the applicability of
the. class exemption to a particular
factual situation. The Agencies are
considering these comments in connec-
tion with an individual exemption re-
quest I submitted by Union Labor Life.
GENERAL INFORMATION: The at-
tention of interested persons is direct-
ed tothe folIowing: (1) The fact that a
transaction is the §ubject of an exemp-
-tibn granted under section 408(a) of
the Act and section 4975(c)(2) of'the
Code does not relieve a fiduciary or
other party in interest with respect to
a plan to which the exemption is ap-
plicable from certain other provisions
of the Act and the Code, including, any

-prohibited transaction provisions- to
which, the exemption does not apply
and' the general fiduciary responsibili-
ty provisions of section 404 of the Act
which, among other things, require- a
fiduciary to discharge his duties' re-
specting the plan solely in the interest
of the plan's, participants and benefi-
ciarles and in a'prtident fashion in ac-
cordance with section 404(a)Cl)(B) of

,.the Act; nor does- it affect the require-
ment of section 401(a) of the Code
that a plan must operate 'for the ex-'
clusive benefit of the employees of the
employer maintaining the plan and
their beneficiaries.

(2) This exemption is supplemental
to, and not in derogation of, any other
provision of the Act and the Code, in-
cluding statutory exemptions and
transitional-rules. Furthermore. the
fact that a transaction is subject to. an.
administrative or statutory exemption
is not'dispositive of whetherthe trans-
action is in fact: a'prohibited transac-
tion..

SAmong other matters, the Agencies must
consider whether appropriate relief' would

krequre distinguishing between accounts. de-
signed. primarily to make' such. investments,
and other accounts. In this connection the
Agencies. recognize that class or individual-
applicants, may wish. In. the future, to
submit applications concerning short-term
nve stments by separate -accounts.
'Exemption-Applicatior No. D-1044.

(3) The class exemption is applicable
to a particular transaction, only if the
transaction satisfies the conditions
specified In the class exemption., 11

(4) This document does not meet the '
criteria for significant regulations set.
forth in paragraph, 8 of the proposed
Treasury directive appearing In the
FEDERAL REGIsTR for Wednesday,
May 24, 1978 (43 FR 22319).

EXEMPTION

In accordance with section 408(a) of
the Act and section, 4975(c)(2) of the
Code, and based upon the entire
record including the written comments
submitted in response to the notice of
October 11, 1977, and, the testimony '

given at the public hearing of Febru-
ary 3, 1978, the Department and the
Service make the following determina-
tions:

(a) The class exemption set forth
herein is administratively feasible;

-(b) It Is in the interests of plans and
of their participants and beneficiaries:
and

(c) It is protective of the rights of
participants and beneficiaries of plans.

Accordingly, the following exemp-
tion Is hereby granted under the au-
thority of section 408(a) of the Act,
and section 4975(c)(2) of the Code and
in accordance with the procedures set
forth in ERISA Procedure 75-1, and
Rev. Proc. 75-26.

SECTION I-BASIC EXEMPTION

Effective January 1, 1975, the re-
strictions of sections 406(a), 406(b)(2)
and 407(a) of the Act and the taxes
imposed by section 4975(a) and (b) of
the Code by reason of section
4975(c)(1)(A), (B), (C), or (D) of the
Code, shall not apply to transactions
described below If the applicable con-
ditions set forth in section III are met.

(a) General exemption., Any transac-
tior between a party in Interest with
respectV to a plan and an insurance
company pooled separate account In.
which- the plan, has an interest, or any
acquisition or holding by the pooled
separate account of employer securi-
ties or employer real property, If at
the time of the traiisactlon, acquisi.
tion or holding-

(1) The assets of the plan (together
with the assets of any other plans
maintained by the same employer or
employee organization) in the pooled
separate account do not exceed-

(1) 10' percent of the total of all
assets in the pooled separate account,
if the transaction occurs prior to. Feb.
muary, 20, 1979; or

(f) 5 percent of the totalof all assets
in the pooled separate account, If the
transaction occurs on. or after Febru-
ary 20, 1979, and

(2) The party in interest Is not- the
insurance company which holds the
plan assets in Its pooled separate ac.
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count, any other separate account of
the insurance company, or any affill-
ate of the insurance company.,

(b) Multiple employer i;lans exemp-
tion. Any transaction between an em-
ployer (or an affiliate of an employer)
of employees covered by a -multiple
employer plan and an insurance com-
pany pooled separate account in which
the plan has an interest, or any acqui-
sition or holding by the pooled sepa-
rate account of employer securities or
employer real property, if at the time
of the transaction, acquisition or hold-
ng-

(1) In the case of a transaction oc-
curring prior to February 20; 1979, the
employer is not a substantial employer
with'respect to the plan (within the
meaning of section 4001(a)(2) of the
Act); or

(2) -In the case of a transaction oc-
curring on or after February 20,1979,

(i) The assets of the multiple em-
ployer plan in the pooled separate. ac-
count do not exceed 10 percent of the
total assets in the pooled separate ac-
count, and the employer is not a sub-
stantial employer with respect to the
plan (within the meaning of section
4001(a)(2) of the Act), or

(ii) The assets of the multiple em-
ployer plan in the pooled separate ac-
count exceed 10 percent of the total
assets in the pooled separate account,
but the employer is not a substantial
employer and would not be a substan-
tial employer with respect to the plan
within the meaning of section
4001(a)(2) of the Act if "5 percent"
were substituted for "10 percent" in
that definition.

(c) Excess holdings exemption for
employee benefit plans.

Any acquisition or holding or quali-
fying employer securities or qualifying
employer real property by a plan
(other than through a pooled separate
account) if-

(1) The acquisition or holding con-
travenes the restrictions of sections
406(a)(1)(E), 406(a)(2) and 407(a) of
the Act solely by reason of being ag-
gregated with employer securities or
employer real property held by an in-
surance company pooled separate ac-
count in which the plan has an inter-
est, and

(2) The requirements of either para-
graph (a) or paragraph (b) of this sec-
tion are met.

(d) Employer securities and employ-
er real property.

(1) Except as provided in subsection
2 of the paragraph, any acqusition,
sale or holding of employer securities
and any acquisition, sale, holding or
lease of employer real property by the
insurance company pooled separate ac-
count in which a plan has an interest
and which does not meet the require-
ments of paragraphs (a) or (b) of this
section, if no commission is paid to the

NOTICES

insurance company or to the employer
or any affiliate of the employer in con-
nection with the acquisition or sale of
employer securities or the acquisition,
sale or lease of employer real proper-
ty, and-

(I) In the case of employer real prop-
erty-

(a) Each parcel of employer real
property and the improvements there-
on held by the pooled separate ac-
count are suitable (or adaptable with-
out excessive cost) for use by different
tenants, and

(b) The property of the pooled sepa-
rate account, which is leased or held
for lease to others, in the aggregate, Is
dispersed geographically.

(ii) In the case of employer securi-
ties-

The employer security is (1) stock.
or (2) a bond, debenture, note. certifi-
cate, or other evidence of Indebtedness
(the securlty described in (2) is herein-
after referred to as an "obligation"),
and

(b) The insurance company In whose
pooled separate account the security is
held is not an affiliate of the issuer of
the securltysand, if the security Is an
obligation of the issuer, either
(c) The pooled separate account al-

ready owns the obligation at the time
the plan acquires an interest in the
separate account and interests In the
pooled separate account are offered
and redeemed in accordance with valu-
ation procedures of the pooled sepa-
rate account applied on a uniform or
consistent basis, or

(dY Immediately after acquisition of
the obligation: (1) not more than 25
percent of the aggregate amount of
obligations issued in the issue and out-
standing at the time of acquisition is
held by such plan, and (2) in the case
of an obligation which is a restricted
security within the meaning of Rule
144 under the Securities Act of 1933,
at least 50 percent of the aggregate
amount referred to in (1) is held by
persons independent of the issuer. The
insurance company, its affiliates and
any separate account of the insurance
company shall be considered persons
independent of the issuer if the insur-
ance company is not an affiliate of the
issuer.

(2) Provided that, in the case of a
plan which is not an eligible individual
account plan (as defined in section
407(d)(3) of the Act), immediately
after such acquisition the aggregate
fair market value of employer securi-
ties and employer real property owned
by the plan does not exceed 10 percent
of the fair market value of the assets
of the plan.

(3) For the purposes of the exemp-
tion contained in subsection (1) of this
paragraph (d), the term "employer se-
curities" shall include securities issued
by, and the term "employer real prop-
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erty" shall include real property
leased to, a person who is a party in in-
terest with respect to a plan (which
has an interest in the separate ac-
count) by reason of a relationship to
the employer described in section
3(14E). (G), (H), or (I) of the Act.

Sscnox II--Sprcmc Exmsxoxs.

Effective January 1, 1975, the re-
strictions of sections 406(a)(1)(A). (B).
(C), bud (D), and 406(bX)D and (2) of
the Act and the taxes imposed by sec-
tions 4975(a) and (b) of the, Code by
reason of section 4975(cX1X)A), ().
(C), (D) or CE) of the Code shall not
apply to the transactions described
below provided that the conditions of
section III are met.

(a) Certain leases and goods. The
furnishing of goods to an insurance
company pooled separate account by a
party in interest with respect to the
plan, which plan has an interest in the#
pooled separate account, or the leasing
of real property of the pooled separate
account to a party in interest and the
incidental furnishing of goods to the
party in interest by the insurance
company separate account, if-

(1) In the case of goods, they are
furnished to or by the pooled separate
account in connection with the real
property investments of the pooled
separate account;

(2) The party in interest is not the
insurance company, any other pooled
separate account of the insurance
company, or an affiliate of the insur-
ance company; and

(3) The amount involved in the fur-
nishing of goods or leasing of real
property in any calendar year (includ-
ing the amount under any other lease
or arrangement for the furnishing of
goods in connection with the real
property Investments of the pooled
separate account with the same party
in interest, or any affiliate thereof)
does not exceed the greater of $25,000
or .025 percent of the fair market
value of the assets of the pooled sepa-
rate account on the most recent valua-
tion date of the account prior to the
transaction.

(b) Transactions with persons who
are parties in interest to the plan
solely by virtue of being certain service
providers or certain affiliates of serv-
ice provider Any transaction between
an insurance company pooled separate
account and a person who is a party in
interest with respect to a plan, which
plan has an interest in the pooled sep-
arate account, if-

(1) The person is a party in interest
including a fiduciary by reason of pro-
viding services to the plan, or by
reason of a relationship to a service
provider described in section 3(14) (F),
(G), (H), or (I) of the Act, and the
person exercised no discretionary au-
thority, control, responsibility, or in-
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fluence with respect to the investment-
of plan assets in the pooled separate
account and has no descretionary au-.
thority, control, resf~onsibility, or in-
fluence with respect to the manage-
ment. or disposition of the plan assets
held in the pooled separate account;,
and

(2) The person is not an.affiliate of
the insurance company.

(c) Management of Real Property.
Any services'provided to an insurance
company pooled separate account (in
which a plan has an interest). by the.
insurance company or- its affiliate in
connection with the management of
the real property investments of the
pooled separate account, if the com-
pensation paid to the insurance com-
pany or its affiliate for the services
does not exceed the cost of the serv-
ices to the insurance company or- its
affiliate.

(d) Transactions involbing places of
public accommodation. The furnish-,
ing of services, facilities and any goods
incidental to such services and facili-
ties by a place of public accommoda-
tion owned by an -insurance company
pooled' separate account, -to a party in'
interest with respect to a plan, which
plan has an interest in the pooled sep-
arate account, if the services, facilities
and incidental goods are furnished on

NOTICES

(b) of this section are unconditionally
available, at their customary location
for examination during normal busi-
ness'llurs by:

(1) Any duly, authorized employee or
representative of the Department of
Labor .or the Internal'Revenue Serv-
ice,

(ii) Any fiduciary of a plan who has
authority to acquire or dispose of the
interests of the plan in the separate
account, or any duly -authorized em-
ployee- or representative of such flidu-
ciary,

(iii) Any contributing employer to
any plan. which has an interest, in the
pooled- separate account or any duly
authorized employee or representative
of that employer,

(iv) Any participant or beneficiary of
any pln which has -an. interest in the
pooled separate account or any duly,
authorized employee or -representative
of such participant or beneficiary. .

(2) None of the persons described in,
subparagraphs (ii) through (iv) of this
pargraph shall be authorized to exam-'
ine an-insurance company's trade, se-
crets or commercial or financial infor-

_mation which is privileged or confiden-
tial.

SECTIoN IW-DEFxnqoxs AND GENERAL
RuLES

a comparable basis to the general For purposes of sections.I through
public. I. above., I I

SECTioi IlI-GENERAL CONDITIONs (a) The- term- "multiple employer.
Sc- plan" means an employee plan which

(a) At the time the transaction, is. en.,, satisfies at least the requirements of
tered into, and at the time of any sub-, section 3(37)(A)(i), (ii) and (v) of the
sequent renewal thereof that requires Act and section 414(f)(l1)A), (B), and
the consent of the insurance- company, -(E) of the Code.
the terms of the transaction' are not. (b) An "affiliate" of a person in-
less favorable to the pooled separate eludes-
account than the. terms generally (1) Any person directly or indirectly,
available in arm's-length transactions, through one. or more intermediaries,
between unrelated parties. , controlling, contiolled by, or under

(b). The insurance company m'ain- common control with theperson;
tains for a period of six years from the (2) Any officer, director, employee
date of the transaction the records (including, in the case of an insurance
necessary to enable the persons. de- company, an insurance agent thereof,
scribed in paragraph (c) of this section whether or not the agehtis a common
to determine whether the conditions' law employee of the Insurance compa-
of this exemption have been met, ny),_ or relative of, -or partner in, any
except that (1) a prohibited transac- such person; and (3) Any-coiporation
tion will not be deemed to have oc- or partnership of which such person is
curred if, due to circumstances beyond an officer,, director, partner, or em-
the control of the insurance company, ployee.
the records are lost or destroyed prior (c) The term "control" means the
to the end of the six-year period, and power to exercise a controlling influ-
(2) no party in interest shall be subject ence over the. management or policies.
to the civil penalty which may be as- of a person other than an individual.
sessed under section 502(1) of the Act, Cd), The term "relative" means a
or to the taxes imposed by section "relative" as that term is defined-in
4975 (a) and (b) of the Code, if -the rec- section. 3(15) of the Act (or a "member
ords are not maintained, or are not of the family" as that term is defined
available for examination as. required in section 4975(e)(6) of the Code), or a
by paragraph (c) below,. brother, a sister, or a spouse of a

c)(1) Except as provided in subsec- brother or sister.,
tion 2 of this paragraph and notwith- (e) General. (i) The time as of which
standing any provisions of subsections any transaction, acquisition, or hold--
(a)(2) and b) of section 504 of the Act, 'ing occurs for purposes of this exemp-
the records referred to' in paragraph tion is the date upon which the trans-

acti on is entered into (or the acquisi-
tion is made) and the holding com-
mences. Thus, for purposes of thig ex-
emption, If any transaction is entered
into, or an acquisition is made, on or
after' January 1, 1975, or a renewal
which requires the cdnsent of the In-
surance company occurs on or after
January 1, 1975, and the requirements
of this exemption are satisfied at the
time the transaction is entered into or
renewed,, respectively, or at the time
the acquisition is made; the require-
ments will continue to be satisfied
tliereafter with respect to the transac-
tion or acquisition and the exemption
shall apply thereafter to the contin-
ued holding of, the securities or prop-
erty so acquired. This exemption also
applies to any transaction or acquis-
tion entered into, or holding commenc-
ing, prior to January 1, 1975, If either
the requirements of this exemption
would have been satisfied on the date
the transaction was entered Into or ac-
quisition was made (or on which -the
holding commenced), or the require-
ments would have been satisfied on
January 1, 1975 if the transaction had
been entered into, acquisition ..was
made, or if the holding had com-
menced, on January 1, 1975..Notwith-
standing the foregoing,. this exemption
shall cease to apply to a holding
exempt by virtue of section I(a) above
at such time as the interest of the
plan in the pooled separate account
exceeds the percentage interest limita'
tion. of section I(a), f the excess, re-
sults solely from an increase in the
amount, of consideration allocated to
thej pooled separate account by the
plan. (11) Each plan shall be considered
to own the same fractional share of
each asset (or portion thereof) in the
pooled' separate account as Its frac-
tional share of total assets in the
pooled separate account oh the most.
recent preceding valuation date of the
account 4

Signed at Washington, D.C., this
14th day of December, 1978.

IAx D. LANoF i,
Administrator of Pension and

Welfare Benefit Programs,
Labor-Management Services
Adminstration, U... Depart-
ment of Labor.

TED R. KEnN,
Deputy Assistant, Commissioner,

(Employee Plans and Exempt
Organizations), Internal Reve-
nue Service.

[FR Doc. 78-35282 Filed 12-15-78; 11:42 a=3
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[4510-43--M]
DEPARTMENT OF LABOR

Mine Safety and Health Administration -

Docket No. M-78-0-C

BURNRITE COAL CO.

Final Action Granting a Petition for Modifica-
tion of Application of Mandatory tafety
Standard

The Mine Safety and Health Admin-
istration (MSHA) has granted the pe-
tition (43 FR 30370) of Burnrite Coal
Company to modify the application of
30 CFR 75.301 to its No. 3 Lykens
Slope Mine located in Ashland
County, Pa., in accordance with Sec-
tion 101(c) of the Federal Mine Safety
and Health Act of 1977, Public Law
95-164. MSHA has determined that an
alternative method exists that will
guarantee at all times no less than the
same measure of protection given
miners of the mine by the standard.

11SHA based its determination on
the following findiigs:

- 1. The quantity of air in the working
faces and in the last open crosscut was
found to be in excess of the minimum
requirements of 30 CFR 75.201.
- 2. Ventilation violation records re-'
vealed that the mine had been in corn-
pliance with air quantity requirements
since its activation in June 1977, and
that a hazardous condition due to
methane, carbon dioxide, and other
noxious or poisonous gases had not
been detected since its opening.

3. Air sample analyses records and
frequent onsite sampling confirm that
harmful qfantities of, methane have
not been detected in this mine.

4. The operator's records, as well as
MSHA's, confirm that there 'were no
ignitions, explosions, or mine fires in
this mine since activation of the mine.

5. Air sample analyses. records and
frequent onsite sampling indicate that
harmful quantities of carbon dioxide
and other noxious or poisonous gases
are not present in this mine.

6. Respirable dust was not found to
be in excess of the maximum stand-
ards as verified by dust sample rec-
ords, which revealed an average con-
centration of 0.13 mg/m3, and which

- was -well below the present maximum
standard of 2.0 mg/m3. A high of 1.5
milligrams was recorded on an opera-
tor cycle of ten samples collected
when the maximum limit was 20 milli-
grams. 'As regards dust concentrations
in anthracite mines, we point out that
respirable dust data collected when a
representative mine was regulated to
simulate conditions with air quantities
requested for this mine, revealed that
there was no apprediable increase In
dust concentrations with these smaller
air quantities.

NOTICES

7. The operator contends that, ex-
tremely high air velocities In restricted
airways and manways present a very
dangerous flying object hazard to the
miners. Investigation has revealed
that these conditions do not exist In
this mine, consequently;, we do not
agree that this Is a problem In the
mine.

8. The operator argues that high ve-
locities and large air quantities cause
extremely uncomfortable damp and
cold conditions in the already uncom-
fortable cold mine. This Investigation
tends to substantiate this claim even
though the investigation ws conduct-
ed during the warmer months. This
mine Is wet, consequently, a damp at-
mosphere Is ever present. This damp-
ness coupled with the cold air Induced
into the mine during the winter
months creates an unbearable damp,
cold working environment. The in-
duced cold surface air does not have a
chance to adjust substantially up-
wards due t6 the fact that the mine Is
shallow and small, and air travel dis-
tance and time required to deliver the
air to the working area s.short.

9. Interviews with the miners also
substantiated Petitioner's claim that
the mine conditions caused In part by
compliance with 30 CFR 75.301 con-
tribute to difficulty In attracting and
retaining mine employees.

10. MSHA Investigators also found
there was no electric face equipment
or other -electrically operated me-
chanical mining equipment used in
this mide, thus further minimizing
any need for the quantities of air re-
quired by 30 CFR 75.301. The Investi-
gators concurred with the Petitioner
in that the modification of the stand-
ard would in no way provide less than
the same measure of protection a-
forded the miners under 30 CFR
75.301, and recommended the petition
be granted.

Because of these findings, the Ad-
mint trator for Coal Mine Safety and
Health, under authority delegated by
the Secretary of Labor, ordered that
the petition be granted, conditioned
upon compliance with the following:.

That Section 75.301 of.the imple-
menting regulations, 30 CFR 75, be
modified for the Burnrlte Coal Com-
pany, No. 3 Lykens Slope Mine to re-
quire in part, the minimum quantity
of air reaching each working face shall
be 1,500 cubic feet a minute, the mini-
mum quantity of air reaching that last
open crosscut In any pair or set of de-
veloping entries and the last open
crosscut in any pair or set of rooms
shall be 5,000 cubic feet a minute,
and/or whatever additional quantity
of air that may be required In any of
these areas to maintain a safe and
healthful atmosphere.

A copy of the decision Is available
for Inspection by the public at the
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Office of Standards, Regulations and
Variances, Mine Safety and Health.
Administration, 4015 Wilson Boule-
vard, Arlington. Virginia 22203.

Dated: December 13, 1978.
ROBrT B. LAGAIHR,

Assistant Secretary
for MineSafetyant Health.

[FR Doc. 78-35500 Filed 12-21-78. 8:45 2n]

[4510-43-M]

rocket No. M-78-27-IM

EMERALD SLATE CORP.

Final Action Granting a Petition for
Modification of Application of Mandatory

Safety Standard

The Mine Safety and Health Admin-
istration (MSHA) has granted in part
the petition (43 FR 24146) of Emerald
Slate Corp., to modify the application
of 30 CFR 57.19-7 to Its Emerald Slate
Corp. Mine located in Northampton
County, Pa., in accordance with Sec-
tion 101(c) of the Federal Mine Safety
and Health Act of 1977, Public Law
95-164. MSHA has determined that
the application of the standard to the
mine will result in a diminution of
safety to the miners of the mine.

MSHA based Its determination of
thefollowing findings:

1. The petitioner has established
that absence of overspeed and overtra-
vel devices on the subject hoists would
not result In a diminution of safety to,
the miners of the subject mine.

2. The sudden stop of the man-hoist-
ing conveyance by a "dead-man"
switch or other mechanical device
could create an unnecessary hazard.

During the investigation it was
learned from studies by various gov-
ernmental agencies and by private cor-
porations (all well knowledgeable in
this type of hoist), that It would not
be advisable to enforce the use of
these mechanical devices on the sub-
Ject hoists stipulated by the petitioner.
A greater safety hazard or factor could
be encountered if the mandatory
safety standard 57.19-7 was enforced
on this type of operation.

3. It Is recommended that the modi-
fication be granted subject. to the fol-
lowing conditions:

a. A stand-by lhoistman Is to be pre-
sent at all times when man trips are
made. The signature of the stand-by
hostman is to be in the hoist logbook
along with the regular holstman's sig-
nature.

b. A signalman (motioner) is to be
present at all times during man trips,
positioned to have visual capability
throughout the trip, and to have com-
munications with the holstman at all
times.
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c. Quarry work area communications
with the -hoistman to be applicable at
all times.

4. All the above recommendations'
are presently in effect and have been
for the past four years. Granting of
this modification to mandatory safety
standard 5719-7 is contingent with the
continuation of these three conditions'
and subject to review and, revocation
annually.

Because of these findings, the Ad-
ministrator for Metal 'and Nonmetal
Safety and Health, under authority
delegated by .the Secretary of Labor,
ordered that the petition be granted.

A copy of the decision is available
for inspection by the public 'at the
Office of Standards, Regulations and
Variances, Mine Safety and Health
Administration, 4015 Wilson Boule-
vard, Arlington, Virginia 22203.

Dated: December 12,1978.

ROBERT B. LAGATHER,
Assistant Secretary

for Mine Safety and Health.
FR Doe. 78-35501 Filed 12-21-78; 8:45 am]

[4510-4-MI

[Docket No. M-78-29-M]

HECLA MINING CO.

Final Action Granting a Petition for Modifica-
tion of Application of Mandatory Safety
Standard

The Mine Safety and Health Admin-
Istration (MSHA) has granted in part
the petition (43 FrR 24148) of Hecla
Mining Company to modify the appli-
cation of 30 CFR 57.19-71 to its Lucky'
Friday Mine located in Mullen
County, Idaho, in accordance with
Section 101(c) of the Federal Mine
Safety and Health Act of 1977, Public'
Law 95-164. MSHA has determined
than an alternative method exists that
will guarantee at all times no less than
the same measure of protection given
miners of the mine by the standard. -

MSHA based its determination on
the following findings:

1. The petitioner has established-
that a bucket partially filled with
muck would provide a safer means of
transportation for men engaged in the
mucking cycle of the shaft-sinking op-
eration than by having men riding in
an empty bucket as required by 30
CFR 57.19-71. - "

2. During MSHA's investigation it
was established that a platform sus-
pended from the rim of the shaft
muck bucket was used when in the
normal timbering, drilling and blast
cycles. This platform permitted ready
access to the shaft bell signal cable
and provided stable footing when
riding in the muck bucket. It was also
established that miners riding in the
empty shaft bucket were unable to
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reach -the shaft bell signal cable and
that the procedure of partially filling
the muck bucket was primarily to
overcome thi'problem.

The investigation concluded that
safety of miners would not be dimfin-
ished if the shaft-sirkig muck bucket
was partially filled, to allow safe
means of reach to the shaft bell signal
cable,.during the muckifig cycle.

3. The petitioner has 'established
that modification of the application of
30 'CFR 57.19-71 would not lessen the
degree of safety afforded shaft crews,
immediate supervisors and emergency
personnel.

Because of these, findings, the, Ad-
ministrator for Metal and Nonmetal
Mine Safety and Health, under au-
thority delegated by the Secretary of
Labor, . ordered that the petition be
granted, as it pertains to partially fill-
ing the shaft-sinking bucket during.
the mucking cycle. The modification is
to exclude all other than the shaft.
crew,,immediate supervisors, emergen-
c 'and inspection personnel and be-
limited to the muck cycle of the shaft-
sinking operation.

A copy of the decision is available
for inspection by the publi6 at the
Office of Standards, Regulations and
Variances, Mine Safety and Health'
Administration, 4015 Wilson Boule-
vard, Arlington, Virginia 22203.

Dated: December 8, 1978.
ROBERT B. LAGATHER,

Assistant Secretary,
- forMine Safety and Health.

[FR Dce. 78-35,502 Filed 12-21-78; 8:45 am]

[4510-43-MI

[Docket No. M-77-2]

HI-GHWALL COAL CO.

Final Action Granting a Petition for Modifica-
tion- of Application of Mandatory Safety
Standard -

Notice is hereby given that the Mine
Safety and Health Administration
(MSHA) has granted the petition (41
FR 54248) of Highwall Coal Company
to modify the application of 30 CFR
75-.1405 to its No. 1 Mine located in
Blount County, Alabama, in accord-
ance with section 101(c) of the Federal
Mine Safety and Health Act of 1977,
Public Law 95-164. It has been deter-
mined that an' alternative method of
achieving the result of such standard
exists which will at all times guaran-
tee no less than the same measure of
piotection afforded the miners of such
mine by such standard.

This determination was based-on the
followi ig findings made by MSHA:

(1) The Highwall Mine is operated
near Trafford, Jefferson County, Ala-
bama. One section was operated in the
Black Creek Coal seam, which averages

22 inches. At the time, 26 men were
employed and produced average of 60
tons of coal a day. The coal was hand-
loaded from the face Into chain con-
veyors, which was dumped Into track
mounted haulage cars.

(1) Haulage cars with a capacity of
11/2 tons of coal were pulled or towed
by mules over a 40 lb/yd rail track
with a 36 inch gage. The distance from
the face to the outside where the cars
were. dumped was approximately 2600
feet. The haulage cars -are regularly
coupled and uncoupled at chain con-
veyor dumping points and outside
where the cars were dumped.

(3) The haulage cars had been modi.
fied to allow a person to uncouple Cars
by the use of an uncoupling bar at-
tached to the coupling pin by a chain,
The coupling link occasionally must be
aligned to couple with other cars by
the use of a link aligner which allows
the person to control the coupling link
without the necessity of going be-
tween the cars. 'The track curvature
and undulating bottom make It neces-
sary that the coupling link used be-
tween cars be free to move vertically
over a wide range of track variations.
This vertical tolerance necessary for
movement of the coupling link makes
use of the link aligner necessary when
cars are to be coupled by Impact.

(4) Most coupling/uncoupling is
done when the cars are uncoupled
from the mules.

(5) The grades are near-level.
(6) The cars are light-weight and can

easily be pushed by hand.
(7) The alternate method proposed

to guarantee no less than the same
measure of protection afforded the
miners by Section 75.1405, 30 CFR 75,
by Mr. John Calvert, operator of the
Highwall Mine, would not require
miners to go between the ends of haul-
age cars when coupling or uncoupling
and when in motion or attached to a
source of power. The uncoupling bar
and link aligner would be used as de-
scribed above the description of the
modification of track haulage cars,
-(8) The Investigation included obser-

vance of mine haulage track, loading
and dumping procedures, modification
of equipment, coupling and uncou-
pling regularly at locations where re-
quired and discussed with persons en-
gaged In the performance of work re-
lated with each of the above. The re-
sults'of the investigation did not Indi-
cate that the proposed alternate
method would be less safe. Therefore,
we recommend that the Petition for
Modification be granted.

Because of these findings, the Ad-,
ministrator for Coal Mine Safety and'
Health, under authority delegated by
the Secretary of Labor, ordered that
the petition be granted,

A copy of the decision is available
for inspection by the public at the
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Office of Standard. Regulations and
Variances, Mine Safety and Health
Administration, 4015 Wilson Boule-
vard. Arlington, Virginia 22203.

Dated: December 12, 1978.

ROBERT B. LAGATHER,
Assistant Secretary

for Mine Safety and Health.
[FR Doc. 78-35503 Filed 12-21-78: 8:45 am]

[451-43-M]

[Docket No. M-78-28-M]

NATIONAL GYPSUM CO.

Final Action Granting a Petition for iAodifica-
tlion of Application of JMandatory'-Safety
Standard

The Mine Safety and Health Admin-
istration (MSHA) has granted in part
the petition (43 FR 22792) of the Na-
tional Gypsum Company to modify
the application of 30 CFR 55.9-88 to
its Sun City Mine-and Mill located in
Barbour County, Kansas, in accord-
ance with Section 101(c) of the Feder-
al Mine Safety and Health Act of 1977,
Public Law 95-164. MSHA has deter-
mined that an alternative method
exists that will guarantee no less than
the same measure of protection given.
miners of the mine by the standard.

MSHA based its -determination on
the following findings.

1. The petitioner has established
that it would not be feasible to install
ROPS on the 1974 Cline side dump
truck, the subject of the petition.

2. During MSHA's investigation it
was established that the trucks oper-
ate over a wide, well maintained level
road bed that is provided with ade-
quate berms. There are no drop-offs
along the road. The roadway inside
the mine is wide -and level, -and the
back scaled clean of loose material.

3. The petitioner has established
that modification of the application of
30 CFR 55.9-88 would not lessen the
degree of safety afforded the operator
of the 1974 Cline side dump truck.

Because of these findings, the Ad-
ministrator for Metal and Nonmetal
Mine Safety and Health, under au-
thority delegated.by the Secretary of
Labor, ordered that the petition be
granted as it pertains to the 1974 Cline
side dump truck.

A copy of the decision is available
for inspection by the public at the
Office of Standards, Regulations and
Variances, Mine Safety and Health
Administration, 4015 Wilson Boule-
vard, Arlington, Virginia 22203.

Dated: December-8, 1978.

ROBERT B. TAGATHER,
Assistant Sdcretary

for Mine Safety and Health.
[FR Doc. 78-35504 Filed 12-21-78; 8:45 am]

[4510-43-M]

[Docket No. M-77-219]

ORCHARD COAL CO.

Final Action Granting a Petition for Modifica-
tIon of Application of Mandatory Safety
Standard

The Mine Safety and Health Admin-
istration (MSHA) has granted in part
the petition (42 FR 43681) of Orchard
Coal Company, to modify the applica-
tion of 30, CFR 75.301 to Its Orchard
Slope Mine located in Schuykill
County, Pa., in accordance with Sec-
tion 101(c) of the Federal Mine Safety
and Health Act of 1977. Public "Law
95-164. MSHA has determined that an
alternative method exists that will
guarantee at all times no less than the
same measure of protection afforded
miners of the mine by the standard.

MSHA based Its determination on
the following findings:

1. The quantity of air in the working
faces and in the last open crosscut was
found to be in excess of the minimum
requirements of 30 CFR 75.301.

2. Ventilation violation records re-
vealed that the mine was not always in
compliance with respect to the air
quantity requirement In the face area.
However, a hazardous condition due to
methane, carbon dioxide, and other
noxious or poisonous gases was not de-
tected in the mine during the period
of noncompliance.

3. Air sample analysis records and
frequent onsite sampling confirm that
harmful quantities of methane have
not been detected In thids mine.

4. The operator's records, as well as
MSDHA's confirm that there were no
ignitions, explosions, or mlne fires In
this mine since activation of the mine.

5. Air sample analysis records afid
frequent onsite sampling Indicate that
harmful quantities of carbon dioxide
and other noxious or poisonous gases
are not present in this mine.

6. Respirable dust was not found to
be in excess of the maximum stand-
ards as verified by dust sample rec-
ords, which revealed an averge concen-
tration of 0.20 mg/m3. and which was
well below the present maximum
standard of 2.0 mg/n. A high of 1.8
milligrams was recorded on aXL opera-
tor cycle of ten samples collected
when the maximum limit was 20 milli-
grams. As regards dust concentrations
in anthracite mines, we point out that
respirable dust data collected when a
representative mine was regulated to
simulate conditions with air quantities
requested for this mine, revealed that
there was no appreciable Increase In
dust concentrations with these smaller
air quantities.

7. The operator contends that ex-
tremely high air velocities In restricted
airways and manways present a very
dangerous flying object hazard to-the

miners. Investigation has revealei
that these conditions do not exist in
this mine; consequently, we do not
agree that this is a problem in the
mine.

8. The operator argues that high ve-
locities and large air quantities cause
extremely uncomfortable damp and
cold conditions in the already uncom-
fortable cold mine. This Investigation
tends to substantiate this claim even
though the investigation was conduct-
ed during the warmler months. The
mine is wet; consequently, a damp at-
mosphere is ever present. This damp-
ness coupled with the cold air induced
into the mine during the winter
months creates an unbearable damp,
cold working environment. The in-
duced cold surface air does not have a
chance to adjust substantially up-
wards due to the fact that the mine is
shallow and small, and air travel dis-
tance and time required to deliver the
air to the working area is short.

9. Interviews with the miners also
substantiated petitioner's claim that
the mine conditions caused in part by
compliance with 30 CPR 75.301 con-
tribute to difficulty in attracting and
retaining mine employees.

10. MSHA Investigators also found
there was no electric face equipment
or other electrically operated me-
chanical mining equipment used in
this mine. thus further minimizing
any need for the quantities of air re-
quired by 30 CFR 75.301.

Because of these findings, the Ad-
ministrator for Coil Mine Safety and
Health, under authority delegated by
the Secretary of Labor, ordered that,
the petition be granted, conditioned
upon compliance with the following:

That §75.301 of the implementing
regulations, 30 CFR Part 75, be modi-
fied In part, the minimum quantity of
air reaching each working face shall
be 1,500 cubic feet a minute, the mini-
mum quantity of air reaching the last
open crosscut In any -pair or set of de-
veloping entries and the last open
crosscut In any pair or set of rooms
shall be 5.000 cubic feet a minute,
and/or whatever additional quantity
of air that may be required in any of
these areas to maintain a safe and
healthful atmosphere.

A copy of the decision is available
for Inspection by the public at the
Office of Standards, Regulations and
Variances. Mine Safety and Health
Administration, 4015 Wilson Boule-
vard. Arlington. Virginia 22203.

Dated: December 13, 1978.
Roarar B. LAGATHR,

Assistant Secretary
forMineSafety and Health.

(FR Doe. 78-35505 Filed 12-21-78; 8:45 am]
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[4910-43-M]
'[Docket No. M-76-685]

PAGE FORK COAL COMPANY, INC.

Final Action Granting a Petition for Modifica-
tion of Application of Mandatory Safety
Standard

Notice is hereby given that the Mine
Safety and Health Administration
(MSHA), has ,granted in part the peti-
tion (41 FR 49548) of Page Fork Coal
Company, Inc. to modify the applica-
tion of 30 CFR 75.1710 to its No. 2
Mine located in Buchanan County,
Virginia, in accordance with section
101(c) of the Federal Mine Safety and
Health Act of 1977, Public Law 95-164.
It has been determined that the appli-
cation of such standard to such mine
will result in a diminution of safety to
the miners in such mine.

This determination was based on the
following findings made by MSHA:

1. The No. 2 Mine was opened by
three drifts into the Widow Kennedy
Coalbed in June of 1976. The coalbed
(normal mined) height varies from 45
to 57 inches.'locally. A total of five
men, four undergound, is employed on
one active working section on one coal
producing shift a day, five days a
week. An average daily production of
100 tons of coal is loaded with a load-
ing machine. Coal is'transported from
the face areas to the surface by bat-
tery- powered tractor-trailers. At the
present rate of production, the mine
life expectancy is four years.

2. Self-propelled electric face equip-
ment in' the mine consists of one
Model Mark IV Paul's Repair Shop
Roof Bolting Machine, one Royal Cut-
ting Machine, one. Model 14BU7AE
Joy Loading Machine, S.N. 8182, two
Model MA-4 Epling Battery Tractors,
S.N. GE575 purchased in March of
'1974 and S.N. GE 2975 purchased in
July of 1975.

3, A full bolting Roof Control Plan,
utilizing 36-inch minimum length roof
bolts on 4-foot centers crosswise and
lengthwise, and been used in the 20-'
foot maximum, width entries and
crosscuts.

4. During the five months of oper-
ation, the mine has experienced no
lost time injuries as a result of roof or
rib falls. The mine has experienced no
unintentional roof falls.

5. The height (floor to roof) varies
from 45 to 57 inches.

6. Joy Loading Machine (Model
14BU7AE, S.N. 8182) is 37 inches high
and was purchased in August of 1975.

Because of these findings, the-
MSHA Administrator, under authority
delegated by the Secretary of Laboir,
ordered that the petition be denied as)
it pertains to the Paul Elswick Roof
Bolting Machine, the Royal Cutting
Machine and the two Epling battery-
powered tractors, but granted 'as it
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pertains to the 14BU Joy Loading Ma-
chine.

A copy of the decision is available
for- ihspection by.;the public at the
Office' of Standards, Regulations and
Variances, Mine Safety and Health
Administration, 4015 Wilson Boule-
vard, Arlington, Virginia 22203.

Dated:iDecember 8, 1978.
ROBERT B. LAGATHER,

Assistant Secretary
for Mine Safety and Health.

[FR Doc. 78-35506 Filed 12-21-78; 8:45 am]

[4510-43-M]

(Docket No. M-78-100-C]

PYRO MINING COMPANY

Petition for Modification of Application of
Mandatory Safety Standard

Pyro Mining Company, Post Office
Box 267, Sturgis, Kentucky 42459, has
filed a petition to modify the applica-
tion of 30 CFR 75.1710 (canopies) to
its Wheateroft Mine in Webster
County, Kentucky. The petition is
filed under Sectibn 101(c) of the Fed-
oeral Mine Safety and Health Act of
1977, Public Law 95-164."nThe substance of the, petition fol-
lows:

1. The petitioner is mining in
heights averaging 40.3 inches.

2. The limestone roof of the mine
averages six feet in thickness, and no
roof falls have occurred in the mine.

3. When the petitioner has lowered
canopies on electric face equipment to
clear overhead obstructions, the limit-
ed space has forced equipment opera-
tors to - lean outside the operator's
compartment in. order to operate the
equipment.

4. These canopies have also impaired
the equipment pperator's field of
vision.

5. For these reasons, the petitioner
statet that the use of cabs or canopies
on electric face equipment in the mine
results in a diminution of safety, and
therefore the petitioner requests relief
from the standard.

REQUEST FOR COMMENTS

Persons interested in this petition
may furnish written comments on or
before January 22, 1979. Comments
must be filed with the Office of Stand-
ards, Regulations and Variances, Mine
Safety and Health Administration,
4015 Wilson Boulevard, Arlington, Vir-
ginia 22203. Copies of the petition are
available for inspection at that ad-
dress.

Dated: December 8, 1978.
ROBERT B. LAGATHER,

Assistant Secretary
forMine$afety and Health.

[FR Doc. 78-35507 Filed 12-21-78: 8:46 aml

[4510-43-M]

(Docket No. M-77-167]

SLAB FORK COAL CO.

Final Action Granling a Petition for Modlflca-
tion of Application of Mandatory Safety
Standard

Notice is -hereby given that the Mine
Safety and Health Administration
(MSHA) has granted in part the peti-
tion (42 FR 22423) of Slab Fork Coal
Company to modify the application of
30 CFR 75.1405 to Its Slab Fork No. 8
mine located in Wyoming County,
West Virginia, in accordance with sec-
tion 101(c) of the Federal Mine Safety
and Health Act of 1977, Public Law
95-164. It has been determined that an
alterna tive method of achieving the
result of such standard exists which
will at all times guarantee no less than
the same measure of protection af-
forded the miners of such mine by
such standard.

This determination was based on the
folloNing findings made by MSHA: '

1. The Slab Fork No. 8 mine located
in Slab Fork, West Virginia, Is entered
through two shafts, four slopes, and
two .drlfts into the Pocahantas No. 4
coal bed, which averages 32 inches In

-thickness l0cally. A total of 182 men,
150 underground and 32 surface, is em-
ployed on two coal producing shifts, a
day, five days a week. The daily pro-
ductioh averages 600 tons of coal, all
loaded mechanically, from four active
producing sections.

2. Supplies for this mine are received
at two separate locations or portals.
One is called the "Slab Fork Portal"
and the other Is called the "Tams
Portal".

3. The "Slab Fork Portal" Is a slope
entry and consists of a hoist, and mine
track used to raise and lower the
supply cars in and out of the mine.
Due to the limited amount of area In-
volved around the portil in relation to
the supply yard area only two cars at a
time can be hoisted and then shifted
to be loaded with mine supplies. After
these cars are loaded on the surface,
they are then shifted out and lowered
back into the mine and set on side
tracks.

4. The "Tams Portal" is a drift
portal where the supply cars are
brought to the surface to be loaded
with' supplies. The area involved Wll
accommodate' four cars, then they
must be switched out and more cars
brought outside for more supplies.
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- .5. After.the supply.cars are.loaded
from both the "Slab Fork Portal" and
the "Tanms Portal", they are transport-
ed either to side tracks in the mine or
to'the section suppflY areas.
.6. The method -used to transport

these cars consists of usually 10 to 15
ton locomotives, one on each end of a
trip. The mine track system that these
cars and locomotives travel on consist
of a 550 volt direct-current trolley cir-
cuit using 70-pound steel.

7i The supply cars are placed at each
section belthead where the supplies
are then unloaded for use on the coal
producing sections. The cars are
switched in and out of these areas usu-
ally one at a time and then put back
into a train of cars to be sent back
later to one of the portals for reload-
ing.

8. During this investigation a cycle
of switching the cars in and out of a
section supply alrea was witnessed and
the cars could be coupled and uncou-
pled with the use of the lever system
proposed in this petition without the
mine workers going between the

* supply cars.
9. The operator has elected to install

automatic-type couplers on the rock
cars involved in this petition.

Because of these findings, the
MSHA Administrator, under authority
delegated by the Secretary of Labor,
ordered that the petition, as amended
by withdrawl bf the portion relevant
to rock cars, be granted conditioned
upon compliance with the provisions
of the modification.

The modification is applicable only
to mine cars used at the Slab Fork No.
8 Mine for the transportation of mine
supplies.

A copy of the decision is available
for inspection by the public at the
Office of Standards, Regulations and
Variances, Mine Safety and Health
Administration, 4015 Wilson Boule-
vard, Arlington, Virginia 22203.

Dated: December 8, 1978.
ROBERT B. LAGATHER,

Assistant SecretaryforMine Safety and Health.

[FR Doc. 78-35508 Filed 12-21-78; 8:45 am]

[4510-43-M]

[Docket No. M-78-34-M]

STAUFFER CHEMICAL CO.

Final Action Granting a Petition for Modifica-
tion Of Application of Mandatory Safety
Stand-Ord

The Mine Safety and Health Admin-
istration-(MSHA) has granted the pe-
tition (43 FR 34550) of the Stauffer

* Chemical Company to modify the ap-
plication of 30 CFR 57.21-46 to its Big
Island Mine located in Sweetwater,
County, Wyoming, in accordpnce with

Section 101(c) of the Federal Mine
Safety and Health Act of 1977, Public

* Law 95-164. MSHA has determined
that an alternative method exists that

". will guarantee at all times no less than
the same measure of protection given
miners of the mine by the standard.

MSHA based It determination on the
following findings:

1. The Petitioner has established
that the absence of crosscuts on the
subject single entry decline would not
result in a diminution of safety to the
miners of the subject mine.

2. It is recommended that the modi-
fication be granted subject to the fol-
lowing conditions:

a. Ventilation shall -be provided by
using a permissible auxiliary fan capa-
ble of supplying 20,000 cfm of fresh air
to the working face. The discharge
end of the vdnt tubing shall not be
more than 30-feet from the working
face and the end of the tubing shall be
so located that no dead air spaces can
occur at the working face. Intake air
to the auxiliary fan will be no less
than 1 times the rated capacity of
the fan. These fans shall be Inspected
by competent persons at the start of
each shift at least every three hours
thereafter. Exhaust air shall be
coursed directly into the returns.

b. The air quantity (cfm) and the
methane concentration at the working
face shall be checked every hour and
the results recorded in an appropriate
logbook, maintained specifically for
these readings. The logbooks shall be
readily available for the Inspection by
MSHA inspection personnel

c. Roof control shall be provide by
using 54-inch or longer by %-inch or
longer roof bolts with 6 by 6-inch
plates. Bolt spacing shall not exceed
48-inches cefiter-to-center both length-
wise and crosswise. If fully-grouted
resin bolts are used, the same spacing
will be used and the bolt length will be
54-inches, or longer. Construction
mesh or wire mesh shall be Installed
as needed and additional supplemen-
tary roof support shall be installed as
needed.

d. An approved, calibrated torque
wrench that indicates the actual
torque on the roof bolts shall be readi-
ly 'available at the working face. A
minimum of 150-ft.-lbs. of torque shall
be maintained on all mechanicallyan-
chored roof bolts.

e. A qualified person shall torques
on at least 25 percent of the roof bolts
immediately after the working place
has been fully bolted. At least once
each week 10 percent or more of all
roof bolts within 50-feet of the work-
ing face shall be spot-checked for
proper torque.

f. All torque readings will be rcorded
in an appropriate logbook, showing
the number of bolts tested and the
torque readings. If a majority of the
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-installed torques are-below 150-ft.-Ths.
or above the recommended range for
the bolts used, a review of the adequa-
cy of the roof control procedures shall
be made by an Authorized Representa-
tive of the Secretary.

g. No person shall work or travel
beyond the last permanently installed
roof support.

h. Information and mina map sub-
mitted on July 6, 1978, and now on Me
In the MSHA District Office, shall
become a part of this modification.

Because of these findings, the Ad-
ministrator for Metal and Nonmetal
Safety and Health, under authority
delegated by the Secretry of Labor, or-
dered that the petition be granted.

A copy of the decision is available
for inspection by the public at the
Office of Standards, Regulations and
Variances.. Mine Safety and Health
Administration, 4015 Wilson Boule-
yard. Arlington, Virginia 22203.

Dated December 14. 1978.

ROBERT B. IAGATE,
AssistantSecretary

forMine Safety and Health.

FR Doc. 78-35509 Filed 12-21-78: 8:45 am]

[4510-43-M]

EDocket No. M-78-21-M)
ALBION VEIN SLATE CO., INC.

Final Action Granting a Pelition for Modifica-
tion of Application of Mandatory Safely
Standard

The Mine Safety and Health Admin-
istratlon (MSHA) has granted in part
the petition (43 FR 21747) of Albion
Vein Slate Co., Inc. to modify the ap-
plication of 30 CFR 57.19-7 to its
Albion Vein Slate Quarry Mine locat-
ed in Northampton County, Pa., in ac-
cordance with Section 101(c) of the
Federal Mine Safety and Health Act
of 1977, Pub. T. 95-164. MSHA has de-
termined that the application of the
standard to the mine will result in a
diminution of safety to the miners of
the mine.

MSHA based Its determination on
the following findings:

1. The petitioner has established
that absence of overspeed and overtra-
vel devices on the subject hoists would
not result in a. diminution of safety to
the miners of the subject mine.

2. The sudden stop of the man-hoist-
ing conveyance by a "dead-man'"
switch or other mechanical device
could create an unnecessary hazard.

During the investigation it was
learned from studies by various gov-
ernmental agencies and by private cor-
porations (all well knowledgeable in
this type of hoist), that it would not
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be, advisable to enforce the use of
these mechanical devices on the sub-
ject hoists stipulated by the petitioner.
A greater safety hazard or factor could
be encountered if 'the mandatory
safety standard. 57.19-7 was enforced
on this type of operation.
.3. It is recommended that the modi-

fication be granted subject to the fol-
lowing conditions:

a. A stand-by hoistman is to be pre-
sent at all times when man trips are
made. The signature of the stand-by
hoistman is to be in the hoist logbook
along with the regular,.hoistman's sig-
nature.

b.'A signalman (motioner), is to be
present at' all times during man trips,
positioned to have -visual capability
through the trip, and to have commu-
nications with the hoistman atall
times.

c. Quarry work area communications
with the hoistman to be applicable at
all times.

4. All the above recommendations
are presently in effect and have been
for the past four years..Granting of
this modification to mandatory safety
standard 57.19-7 is contingent with
the continuation of these three condi-
tions and subject to review and revoca-
tion annually.

Because of these findings, -the Ad-
ministrator for Metal and Nonmetal
Mine Safety and Health, under au-
thority delegated by- the Secretary of
Labor, ordered that the petition be
granted.

A copy of the ilecision is. available
for inspection by the public, at the
Office of Standards, Regulations and
Variances, Mine Safety and Health
Administration;, 4015" Wilson. Boule-
vard, Arlington,,Virginia 22203.-

Dated: December 12, 19,78.

ROBERT-B. LAGATHER,"
Assistant Secretary

forMine Safety and Health,
[FR Doe. 78-35647 Filed 12-21-78; 8:45 am]

[4510-43-M]"
[Docket No. M-78-26-M]

ANTHONY DALLY & SONS, INC.

Final Action Granting a Petition for Modifica-
tion of Application of Mandatory Safety
Standard

The Mine Safety and Health Admin-
istration (MSHA) has granted in part
the petition (43 FR 24148) of Anthony
Dally & Sons, Inc. to modify the appli-
cation of 30 CFR 57.19-7 to its Quarry
No. 6, Stephens Jackson Quarry,
Doney Slate Co., Pit and Mill, Dia-
.mond Slate Co., Quarry and Mill

- -Mines located' in Northampton
County, Pa.,- in accordance with Sec-
tion 101(c) of the Federal MineSafety
and Health Act of- 1977, Pub.' L. 95-

1,64. MSHA, has, determined that the
application of the standard to the
mines will result in a diminution of
safety to the-miners 6f the mines.

MSHA based its determination on
the following findings:

1. The petitioner -has established
that absence of overspeed and overtra-
vel devices on the subject hoists' would
rndt result in a diminution of safety to
the miners of the subject mine.

2. The sudden stop of the man-hoist-
ing conveyance by a "dead-man"
switch or other mechanical device
could create an unnecessary hazard.-

During the investigation it was
learned -from studies, by' various gov-
ernmental age'ncies' and by private cor-
porations (all well knowledgeable in
.this type of hoist); that it would not
be advisable to. enforce the- use.' of
these mechanical devices on the sub-
ject hoists stipulated, by the petitioner.
A, greater safety hazard or factor could -
be encountered if the mandatory
safety' standard 57.19-7 was enforced.
on this type of operation.
- 3. It is recommended. that the madi-

,fication be granted. subject to the fol-
lowing conditions:

a., A stand-by hoistman is-to: be pre-
sent at all times when, man trips are
made, e. signature of the stand-by
hostman is Co be in the. hoist logbook
along with the regular hoistman's sig-
nature.

b. A signalman (motioner) is to be
present at all times during' man. trips,
positioned to have visual capability
throughout the trip, and-to have- com-
munications wit the hoistman at all
times.

c. Quarry work area communications
with the hoistman to be applicable at
all times.

4. All the above recommendations
are presently in- effect and have been
for the past four years. Granting of
this modification to mandatory safety

'standard 57.19-7 -is contingent with
the continuation of th1ese three condi-
tions and subject to Teview and revoca-
tion annually.

Because of these dfindings, the Ad-
ministrator for'Metal and Nonmetal

-Safety and Health, under authority
delegated by the Secretary of Labor,
ordered that the petition be granted.

A copy of the decision is available
for inspection by the public at the
Office of Sfandards, Regulations and

.Variances, .Mine Safety and Health
Administration, 4015 Wilson Boule-
vard, Arlington, Virginia 22203.

Dated: December 13, 1978. -'

ROBERT B. LAGATHER,
Assistant Secretary

* for-Mine Safety and Health.
, [FRDoc., 78-35648 Filed 12-21-7A: 8:45 am]

[4510-43-M]

[Docket No. M-78-20-M]

HOMESTAKE MINING CO.

Final Action Granting a Petition for Modifica-
tion of Application of Mandatory Safely
Standard

The Mine Safety and'Health Admin
istration (MSHA) has granted the pe.
tition (43 FR 24148) of Homestake
Mining Company to modify the appli-
cation of 30 CFR 57.9-112 to Its Ho-
mestake Mine located In Lawrence
County, South Dakota, in accordance
with Section 101(c) of the Federal
Mine Safety and Health Act of 1977,
Pub. L. 95-164. MSHA has determined
that an alternative method exists that
will guarantee at all times no less than
the same measure of protection given
miners of the mine by the standard.

MSHA based Its determination on
the following findings:

1. The petitioner has established
that trip'lights are not feasible to in-
stall every time a train, of two cars or
less Is moved.by hand orby using alo-
comotive.

2. During- MSFA's investigation It
was established that safety would not
-be diminished X- reflectors. were used
ii. place of trip'lightsunder the follow-
ng: conditions;
a. Reflectors used in, lieu of trip

lights on supply trains not exceeding
two supply cars in length, and only
wheii the suppliex are low enough so
as not to bbstruct the motorman's for-
ward vision of the area ahead of the
trip.

b. Reflectors used In lieu of trip
'lights on cars or trains pushed by
hand.

3. The petitioner has established
that modification of the application of
30 CFR 57.9-112 would not lessen the
degree of safety afforded miners hand
tramming trains or when hauling two
car trains where the motorman's for-
ward vision is not obstructed by the
train.

Because of these findings, the Ad.
ministrator for Metal and Nonmetal
Mine Safety and Health, under au-
thority delegated by the Secretary of
Labor, ordered that the petition be
granted as It pertains to hand pushed
trains and two car or less trains, where
the motorman's forward vision Is not
obstructed by the train.

A copy of the declsion'Is available
for inspection at the Office of Stand-
ards,,Regulations and Variances, Mine
Safety and Health Administration,
4Q15 Wilson Boulevard, Arlington, Vir-
ginia. 22203..
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Dated: December 8. 1978.

ROBERT B LAGATHER.
Assistant Secretary

for Mifte Safety and Health.
EFR Doec. 78-35649 Filed 12-21-78: 8:45 am]

[4510-43-M]

- [Docket No. M-78-22-M]

PENN BIG BED SLATE CO., INC.

Final Action Granting a Petition for Modifica-
tion of Application of Mandatory Safety
Standard

The Mine Safety and Health Admin-
istration (MSHA) has granted in part
the petition (43 FR 24149) of Penn Big
Bed Slate Co., Inc., to modify applica-
tion of 30 CFR 57.19-7 to its Manhat-
tan Quarry Mine located in Lehigh
County Pa., in accordance with sec-
tion 101(c) of the Federal Mine Safety
and Health Act of 1977, Pub. L. 95-
164. MSHA has determined that the
application of the standard to the
mine will result in a diminution of
safety to the miners of the mine.

iISHA based its determination on
the following findings:

1. The petitioner has established
that absence of overspeed and overtra-
vel devices on the subject hoists would
not result in a diminution of safety to
the miners df the subject mine.

2. The sudden stop of the man-hoist-
ing conveyance by a "dead-man"
switch or other mechanical device
could create -n unnecessary hazard.

During the investigation it was
learned from studies by various gov-
ernmental agencies and by private cor-
porations (all well knowledgeable in
this type of hoist), that" it would not
be advisable to enforce the use of
these mechanical devices on the sub-
ject hoists stipulated by the petitioner.
A greater safety hazard or-factor could
be encountered if the mandatory
siifety standard 57.19-7 was enforced
on this type of operation.

3. It is recommended that the modi-
fication be granted subject to the fol-
lowing conditions:

a. A standby hoistman is to be pre-
sent at all times when man trips are
made. The signature of the standby
hoistman is to be in the hoist logbook
along with the regular hoistman's sig-
nature.

b. A signalman (motioner) is to be
present at all times during man trips.
positioned to have visual capabiity
throughout the trip, and to have com-
munications with the hoistman at all
times.
, c. Quarry work area communications

with the hoistman to be applicable at
all times.

4. All the above recommendations
are presently in effect and have been
for the past 4 years. Granting of this

NOTICES

modification to mandatory safety
standard 57.19-7 Is contingent with
the continuation of these three condi-
tions and subject to review and revoca-
tion annually.

Because of these findings, the Ad-
ministrator for Metal and Nonmetal
Mine Safety and Health. under au-
thority delegated by the Secretary of
Labor, ordered that the petition be
granted.

A copy of the decision Is available
for inspection by the public at the
Office of Standards, Regulations and
Variances. Mine Safety and Health
Administration, 4015 Wilson Boule-
vard, Arlington. Va. 22203.

Dated: December 12, 1978.

ROBERT B. LAcOATmm,
Assistant Secretary

forhMine Safety and Health.

[FR Doc. 78-35650 Filed 12-21-78:8:45 am]

[4510-26-M]

Occupational Safety and Health Administration

[V-78-12l

GENERAL MOTORS CORP. AND CHRYSLER
CORP.

Application far Variance and Grant of Interim
Order;, Correction

On page 53847 of the November 17,
1978 issue of the FEDERAL REoirsnR (43
FR 53847) column 2, beginning on line
two is the following sentence: "It also
announces the granting of interim
orders until a decision s rendered on
the applications for variances."

As is explained in the Grant of In.
terim Order section of the notice, the
interim orders were granted for a lir-
ited period of time, not until a decision
is rencdered on the applications.
Column 3 of page 53849 states that
the interim orders will remain in
effect until January 8, 1979.

Therefore, the sentence in column 2,
page 53847, beginning on line 2 is cor-
rected to read, "It also announces the
granting of interim orders until Janu-
ary 8, 1979." .

In several other places in the notice
reference is made to the fact that the
applicants requested interim orders
until a decision is made on the applica-
tions. These statements correctly re-
flect the applicants' requests.

Signed at Washington, D.C. this
15th day of December, 1978.

EuLA BINGHAM,
AssistantSecretary ofLabor.

[FR Doc. 78-35646 Filed 12-21-78: 8:45 am]
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[4510-28-M]

Office of the Secretary

CTA-W-42581

ABERDEEN SPORTSWEAR CO., TRENTON. N.J.

Negative Delermination Regarding Eligibility
To Apply for Worker Adjustment Assistance

In accordance with Section 223 of
the Trade Act of 1974 the Department
of Labor herein presents the results of
TA-W-4258: Investigation regarding
certification of eligibility to apply for
worker adjustment assistance as pre-
scribed in Section 222 of the Act.

The investigation was initiated on
October 16, 1978 in response to a.
worker petition received on October
11. 1978 which was filed by the Amal-
gamated Clothing and Textile Work-
ers Union on behalf of workers and
former workers producing men's leath-
er coats at Aberdeen Sportswear Com-
pany in Trenton, New Jersey.

The Notice of Investigation was pub-
lished in the FEDEAL R sEm s on Oc-
tober 27. 1978 (43 FR 50269)- No public
hearing was requested and none was
held.

The determination was based upon
Information obtained principally from
officials of Aberdeen Sportswear Com-
pany, the U.S. Department of Com-
merce, the U.S. International Trade
Commission. industry analysts and De-
partment files.

In. order to make an affirmative de-
termination and Issue a certification of
eligibility to apply for adjustment as-
sistance, each of the group eligibility
requirements of SecIon 222 of the Act
must be met. Without regard to
whether any of the other criteria have
been met, the following criterion has
not been met:
that sales or production, or both. of the
firm or subdivision have decreased absolute-
ly.

Sales of men's leather coats, in both
quantity and value, increased at Aber-
deen Sportswear Company in 1977
compared with 1976 and continued to
increase in the first three quarters of
1978 compared with the same period
in 1977. Sales and production are
equivalent at Aberdeen Sportswear
Company.

CONCLUSION

After careful review, I determine
that all workers of Aberdeen Sports-
wear Company, in Trenton, New
Jersey are denied eligibility to apply
for adjustment assistance under Title
II, Chapter 2 of the Trade Act of 1974.

Signed at Washington. D.C. this
14th day of December 1978.

JAmEs F. TAYLOR.
Director, Office of Management,

Administration and Planning.
(FR Doc. 78-35651 Piled 12-21-78:8:45 aml
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[4510-28-M]

ETA-W-4142]

CASA LA..GATA,' INC.,. NEW YORK, N.Y.,

Certification Regarding Eligibility To Apply.ior
WorkerAdjustment Assistance

In: accordance with ,Section 223 of
the Trade Act of 1974 the-Department
of Laborherein presents the results of
TA-W-4142: Investigation regarding
certification of eligibility to apply for
worker adjustment. assistance aas-, pre-
scribed' in Section 222 of the Act. -

The investigation was initiated on
September 13, 1978 in response to a
worker petition received on September
8, 1978 which was filed on behalf of
workers and former workers, producing
junior knit, tops at Casa La Gata, In-
corporated, New York, New York.

The Notice of Investigation was pub-
lished In the FEDERALREGISTER on Sep-
tember 26,. 1978, (43 FR 43588). No
public hearing was requested and none
was held. I I

The determination was based upon
information obtained principally from
officials of Casa La Gata, Incorporat-
ed, Its customers, the U.S. Department
of Commerce, the U.S. International
Trade Commission,. industry analysts
and Department files.

In order to make an affirmative-de-
termination and-issue a certification of
eligibility' to apply for adjustment as-
sistance each - of the group elgibiity re-
quirements' of- Section 222' of the. Act
must.by met-It is concluded that.all of
the requirements have been met.

U.S. Imports of' women's, misses',
and children's knit blouses and shirts
decreased slightly from 24,366- thou-
sand dozen in 1976 to 23,726 thousand
dozen in 1977. During this same period
the ratio of imports to domestic pro:-
duction also decreased from 81.8 per-
cent in 1976 to 7.3' percent in 197.7. In
the first six months of 1978, however,
imports of knit tops increased to
15,075 thousand dozen compared to
13,488 thousand dozen in the firdt six
months of 1977.

The Department conducted a. survey
of some of the costomers purchasing
junior knit' tops from Casa La Gata.
Several of these customers indicated
they reduced from Casa La Gata and
increased purchases from foreign
sources in the first six to nine months
of 1978 compared to the same 1977
period.

CoNcLUsIoN•

After careful review of the facts ob-
'tained in the investigation,'I conclude
that increases of import& of- articles
like or directly competitive-with junior
knit .tops produced at,-Casa La Gata,

NOTICES

Incorporated, New York; New York,
cofitributed imprtantly to the decline
in sales or production and to the total
or partial separation" of workers of
that firm. In accordance with the Pro-
visions of the Act, I make the follow-
Ing certification--

"All wrorkers of Casa LaGata, Incorporat-
ed, New York, New York. who become total-
ly- or partially, separated from imployment
on or after January 1, 1978 are eligible to
apply for adjustment assistance under Title
II, Chapter 2 of the Trade Act of 1974."

Signed- at. Washihgton,. D.C. this
13th-day of December 1978.

* J ES F. TAYLOR,-
Director; Office of Management

* _ Administration, and Planning.
EFR Doc. 78-35652 Filed 12-21-78; 8:45 am]

[451 0-28-M]

ETA-W-4304]

CHAR-LEN HANDBAGS, INC., NEW HAVEN,
CONN.

Certification Regarding Eligibility To Apply for
Worker Adjustment Assistance

In accordance with Section 223 of
the Trade Act of 1974 the Department
of Labor herein presents the results of
TA-W-4304: Investigation regarding
certification of eligibility to apply for
worker adjustment assistance as pre-
scribed in Section 222 of the Act.

The investigation was initiated on
October 30,, 1978 in response to. a
worker petition received on October
26, 1978 which was filed on behalf, of
workers. and former workers producing
ladies' vinyl handbags -at -Char-Len
Handbags, Incorporated, New Haven,
Connecticut.

The Notice, of Investigation was pub-
lished in the FEDERAL.REGIS on No-

"vember 7, 1978 (4a FR 51866). No
public hearing was requested and none
was held.

The determination was based upon
information, obtained' principally from
officials of Char-Len Handbags, Incor-
porated, its customers; the U.S. De-
partment of Commerce, the U.S. Inter-
national Trade Commission, industry
'analysts and-Department files.In, order to' make an affirmative' de-
termination and issue a certification of
eligibility to apply for adjustment as-

-sistance each of the group eligibility
requirements of Section 222 of the Act
must be met. It is concluded that all of
the requirements have been met-

UTS' imports of handbags increased
both absolutely, and relative to domes-
.tic production during- 1977 compared
to 1976. Imports of. landbags in-
creased absolutely during the first
three quarters of 1978 compared with
the first three quarters of 1977.

A survey of customers of handbags
produced at Char-Len. revealed that

FEDERAL REGISTER, VOL 43, NO. o247-FRIDAY, DECEMBER. 22, 1978

.surveyed customers have increased
purchases of Imported handbags while
decreasing purchases from Char-Len.

CoNCLUSION

After careful review of the facts ob-
tained in the Investigation, I conclude
that increases of Imports of articles
like or directly competitive with ladles'
vinyl handbags produced at Char.Len
Handbags, Incorporated, New Haven,
Connecticut contributed importantly
to the decline in sales or production
and to. the total or partial separation
of-workers of that firm. In accordance
with the provisions of the Act, I make
the following certification:

"iAl workers of Char-Len Handbags, In-
corporated, New Haven, Connecticut who
became totally or partially separated from
employment on or after October 24, 1977
are' eligible to apply for adjustment assist-
ance under Title II, Chapter Z of the Trade
Act of 1974.",

Signed at Washington, D.C. this
14th day of December, 1978.

JAMEs F. TAYLOR,
Director, Office of Management,

Administration and Planning.
CFR Doc. 78-35653 Filed 12-21-78:8:45 am]

[4510-28-M]

(TA-W-39771

CROSROL, INC., GREENVILLE, S.C.
Certification Regarding Eligibility To Apply for

Worker Adjustment Assistance

In accordance with Section 223 of
the Trade Act of 19.74 the Department
of Labor herein presents the results of
TA-W-3977: Investigation regarding
certification of eligibility to apply for
worker adjustment assistance as pre-
scribed in Section 222 of the Act.

The investigation was initiated, on
July 19, 1978 in response to a worker
petition received on' July 13, 1978
which was filed on behalf of workers
and former workers producing plan-
etary colers at Crosrol, Inc., Green-
ville, South Carolina.

The Notice of Investigation was pub-
lished in. the FEDERAL REGISTM on
July 28, 1978 (43 FR 32885). No public
hearing was requested and none was
held.

The determination was based upon
information obtained principally from
officials of Crosrol, Inc., the U.S. De-
partment of Commerce, the U.S. Inter-
national Trade Commission, industry
analysts and Department files.

In order to make an affirmative de-
,termination and issue a certification of
eligiblity to apply for adjustment as-
sistance each of the group eligibility
requirements of Section 222 of the Act
'must be met. It, Is concluded that all of
the.requirements have been met,
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- Imports of planetary coilers declined
both absolutely and relative to domes-
tic production from 1976 to 1977, but
increased both absolutely and relative
to domestic production in the first six
months of 1978 compared to the first
six months of 1977.

The decline and finally the termina-
tion of coiler production at the Green-
ville plant was a direct result of the
company's import activities. Crosrol's

" imports of finished coilers Increased in
quantity in the first seven months of
1978 compared to the same period of
1977. In April 1978, the company de-
cided to stop producing coilers domes-
tically and utilize imports as their
entire source of planetary coilers for
sale and distribution to customers.

None -of the-company's primary ac-
tivities, including -sales, distribution
and installation of imported textile
machinery, were affected by the dis-
continuation of domestic production
of coilers.

,CoNcLUSION

After careful review of the facts ob-
tained in the investigation, :I conclude
that increases of imports of -rticles
like or directly competitive with 'plan-
etary coilers produced. at the Green-
ville, South Carolina plant of -Crosrol,
Inc. contributed importantly to the de-
cline in sales or production and to the
total ,or partial separation of workers
of that plant. In accordance with the
provisions of the Act, I make the fol-
lowing certification:

-'All workers -of the- Greenville, 'South
Carolina plant :of Crosrol,-Inc. engaged In
employment related to the production of
planetary co-le3 who became totally or par-
tially 'separated 'from -employment on or
after July '3, 1977 --are -eligible to-apply for
adjustment assistance under'Title II. -Chap-
ter2 of the TradeAct of 1974."

Signed at "Washington. ').C. this
13th day of Deceinber.1978.

JAMES F. TAYLOR,
Director Offwe of

-Management,
Administration, andcilanning.

ER'Doc.78-:35654-Filed 12-21-'78;'8:45 -am]

[4510-28-M]

ETA-W-42661

DEFIANCE BLEACHERY CORP., 'BARROWSVILLE,

Certification Regarding Eligibility To Apply for
. Worker Adjustment Assistance

In accordance with Section 223 of
the Trade Act of 1974 the Department
of Labor herein presents the results of
TA-W-4266: Investigation Tegarding
certification of eligibility to apply for
worker adjustment assistance -as pre-
scribed in Section 222 of the Act.

The investigation was initiated on
October 17, 1978 in response to a
worker petition received on October
16. 1978 which was filed by the Defi-
ance Relief Corporation on behalf of
workers and former workers engaged
in textile dyeing and finishing at Defi-
ance Bleachery Corporation, Barrows-
vile, Massachusetts. The Notice of In-
vestigation omitted reference to the
union filing the -petition.

'The Notice of Investigation was pub-
lished In the RmERAr REGISaTR on Oc-
tober 27,1978 (43 'FR '50271). No public
hearing was requested -and none was
held.

The determination was based upon
information obtained principally from
officials of Defiance 3Bleachery Corpo-
ration, its customers, the National
Cotton Council, the American Textile
Manufacturers Institute. %the U.S. De-
partment of Commerce, the U.S. Inter-
national Trade Commission, industry
analysts and Department files.

.In order to make 'an affirmative de-
termination and issue a certification of
eligibility to apply for adjustment as-
sistance each of the group eligibility
requirements of Section 222 of the Act
must be met. It 'Isconcuded that all of
the requlrements have been met.

The ratio of imported finished fabric
to domestically -produced finished
fabric increased from 18 percent in
1976 to 1.9 -percent in 1977. 'Finished
fabric Imports 'increased absolutely
from 187 million square yards in the
first six months of 1977 to 255 million
square yards in'the first six months of
1978.

The Department conducted a survey
of Defiance Bleachery Corporation's
customers. The survey indicated that
some customers increased purchases of
imported fabric in the period 1976
through 'September -1978. During the
same period, some of those customers
who increased Import purchases de-
creased purchases of fabric from Defi-
ance Bleachery.

CoNcLusroN

After careful review of the facts ob-
tained .in the Investigation, I conclude
that increases of imports of articles
like or directly competitive with dyed
and finished *fabric produced at Defi-
ance .Bleachery -Corporation contribut-
ed importantly to the decline In sales
or production and to the total or par-
tial separation of workers of that firm.
In accordance -.with 'the provisions "of
the Act, I make the following certifica-
tion:

"All workers -of Deflance-Bleachery Cor-
poration, Barrowsvllle. Massachusetts -who
became totally roi partially separated from
employment onor after 2arch 25, 1978 are
eligible to apply lfor 'adjustment assistance
under Title ZIL Chapter :2 of 'the Trade -Act
of 1974:'

-Signed at Washington. D.C. this
14th day of December. 1978.

Haitiy 3. Gnrx.
ActingDirector Office of

Foreign Economic-Research.
FR Doc. 78-35655 Filed 12-21-78:8:45 am]

[4510-28-M]

ETA-W-38661

HEPPENSTALL'CO, PITTSBURGH, PA.

Determinalions Regarding Eligibility To Apply
for Worker Adjusiment.Assistance

In accordance with Section 223 of.
the Trade Act of 1974 the Department
of Labor herein presents the results of
TA-W-3866: Investigation regarding
certifiction of eligibility to apply for
worker adjustment assistance as pre-
scribed in Section 222 of the Act.

The investigation was initiated on
June 19, 1978 in response to a 'worker
petition received on June 9, 1978
which vwas filed by the United 'Steel-
workers of America on behalf of'work-
ers and former workers 'producing
commercial steel 'forgings and die
blocks at Heppenstall 'Company, Pitts-
burgh, Pennsylvania. The investiga-
tion revealed that die blocks are one
type of forging and that materials
handling devices were also produced-

The Notice of Investigation waspub-
lished In- the T'mmuml Rxisvm on
June 30, 1978 (43 FR 28581). No public
hearing was requested and none was
held.

The determination was based upon
information obtainedp rincipallyfrom
officials of Heppenstall Company, its
customers, the U.S. Department of
Commerce. the US. International
Trade Comnmission, Industry analysts
and Department files.

In order to make an affirmative de-
termination and issue a certification of
eligibility to apply for adjustment as-
sistance each of the group eligibility
requirements of Section '222 of the Act
must be met. With respect to workers
producing materials handling devices,
without regard to -whether any of the
other criteria have been met, the fol-
lowing criterion has not been met:
that Increases of Imports of articles like or
" rtctly -competitive with articles produced

by the firm or appropriate subdivision have
contributed Importantly to the separations.
or threat 'thereof, and, to the absolute de-
cline In sales or production.

Evidene developed during the
course -of the investigation indicated
that customers of the subject firm did
not utilize foreign sources for the pur-
chase of materials handling _equip-
ment.Ina survey 61 Heppenstall Com-
pany's major domestic customers for
such equipment, none ,of -the custom-
ers reported any purchases of import-
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ed materials handling equipmeiit in. [4510-28-M]
1976, 1977, and the first-half of 1978.

With respect to workers producing -

steel forghrigs, all of the group eligibil- INTERNATION
ity requirements of Section 222 of the M
Act have been met.

Imports of steel forgings increased Determinations
from 57.1 thousand short tons in 1976 for Worke,

to 82.1 thousand short tons in 1977. In In accordar
the first six months of 1978, imports the Trade A
increased to 63.1 thousand short tons ment of Labo
compared with 38.1 thousand short sults of TA-N
tons in the first six months of 1977. garding certi
The ratio of imports to domestic pro- apply. for wcSance as preset
duction increased from-3.3 percent in Act.

1976 to 4.2 percent1 in 1977. The investi

A survey of Heppenstall Company's Augt 17,

major domestic customers for- steel worker petitic
forgings revealed that a major custom- 1978, which
er, whose decline in purchases of forg- Steelworkers
ings from Heppenstall accounted for'a -workers and f
significant percentage of the subject stainless stee
firm's decline in sales, increased pur- flated and si
chases of imported forgings from 1976 InternationalMeriden, Con
to 1977 and in the first half of 1978 vealed that

compared with the first half of 1977. - flatware.

Three other customers decreased pur- In a determ
chases of forgings from Heppenstall in ary 18, 1976,
the first half of 1978 compared with tional Silver
the corresponding period in 1977, Conn., engage
while- increasing purchases of import- to the prodt
ed forgings. flatware and
Conclusion -, related to tl

plated flatwa
After careful review of the facts ob- ble to apply f,

tained in the investigation, I conclude The certificat
that increases of imports of articles 18, 1978. (See
like or directly competitive with steel The Notice
forgings produced at Heppenstall lished in the]
Company, - Pittsburgh, Pennsylvania tember 1, 1i
contributed importantly to the decline public hearin
in sales or production and-to the total was held.
or partial separation of workers of The detern

information c
that firm. In accordance with provi- officials of I
sions of the Act, I make the following The Sterling
certification: U.S: Departn

"All workers of Heppenstall Company, U.S. Internat
Pittsburgh, Pennsylvania engaged in em- industry , ani
ployment related to the production of steel files.
forgings who became totally or partially In order to

- separated from employment on or after termination a
May 15, 1977 are eligible to apply for adjust- eligibility to
ment assistance under Title II, Chapter 2 of sistance each
the Trade Act of 1974." rirementsrequirements
* I further determine that workers en- must be met.

gaged in employment related to the producing sta
production of materials handling de- concluded th
vices at Heppenstall Company, Pitts- have been me
burgh, Pennsylvania are denied eligi- Imports of
bility to apply for adjustment assist- increased froi

first 6-montlt
same period

Signed at Washington, D.C. this ports to dom
13th day of December 1978. sumption h

JAmEss F. TAYLOR, upward tren

Director, Office of Management levels pthrou

- Administration, and Planning. pot to meid

CFR Doc. 78-3565.6 Filed 12-21-78; 8:45 am] sumption we3
percent, resi
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[TA-W-4071]"

AL-SILVER CO., FACTORY C,
ERIDEN, CONN.

Regarding Eligibility To Apply
r Adjustment Assistance

ice.,with section 223 of*
ct of 1974, the Depart-
r herein presents the re-
q-4071: Investigation re-
fication .of eligibility to
rker adjustment assist-
ibed in section 222 of the

gation was initiated on
1978, in response to a
n received on August 16,
was filed by the United
of America on behalf of
ormer workers producing
I' flatware, silver-plated
lver-plated holloware at
Silver Co., Factory C,
n. The investigation re-

Factory C 1iroduces only

ination signed on Febru-
all workers at Interna

Co., Factory C, Meriden,
d in employment related
lction of Stainless steel
engaged in employment
te production of silver-
re were certified as eligi-
or adjustmerit assistance.
ion expired on February
TA-W-352).
of Investigation was pub-
F'ERAL REISrsn on Sep-
978 (43 FR 39194). No
g was requested and none

Lination was based upon
)btained principally from
nternational Silver Co.,
Silversmiths' Guild, the

nent of Commerce, the
ional Trade Commission,
alysts, and Department

make an affirmative de-
nd issue a certification of
apply for adjustment as-

of the group eligibility
of section 222 of the Act
With respect to workers
inless steel flatware, it is
it all of the requirements

stainless steel flatware
n 1976 to 1977 and in the
s of 1978 compared to the
n 1977. The ratios of im-
estic production and con-
ave demonstrated an
I and have been at high
rhout the 1973 through
In 1977, the ratios of im-
estic production and con-
e 304.3 liercent and 75.4
ectively. Three out of

every four pieces of stainless steel flat ,'
ware sold in the United States In 1977
were imported. Currently there Is no
tariff quota on imports of stainless
steel flatware.

Company imports of stainless steel
flatware more than doubled, In terms
of quantity, from 1976 to 1977, Im-
ports, In quantity, In the first b
months of 1978 were above the compa-
rable 6 months period ii 1Q76. Compa-
ny imports of -stainless steel flatware
increased, in terms of value, from 1976
to 1977 and in the first 6 months of
1978 compared to the same period in
1977, while sales of domestically man,
ufactured stainless steel flatware were
declining.

With respect to workers producing
silver-plated flatware, without regard
to whether any of the other criteria
have been met, the following criterion
has not been met.
that sales or production, or both, of tile
firm or subdivision have decreased absolute-
ly.

Sales and production of silver-plated
flatware increased In the first 9
months and in the first 8 months, re-
spectively, of 1978 compared to the,
same period In 1977.

CozicLUSION

After careful review of the facts ob.
tained in the investigation, I conclude
that increases of Imports of articles
like or directly competitive with stain-
less steel flatware produced at Inter-
national Silver Co., Factory C, Merl-
den, Conn.,'contributed Importantly to
the decline In sales or production and
to the total or partial separation of
workers of that plant. In accordance
with the provisions of the Act, I make
the following certification:

All workers of International Silver Co,,
Factory C, Meriden, Conn., engaged In em.
ployment related to the production of stain.
less steel flatware who became totally or
.partially separated from employment on or
after February 18, 1978, ard eligible to apply
for adjustment assistance under Title II,
Chapter 2 of the Trade Act of 1974.

I further determine that all workers
of International Silver Co., Factory C,
Meriden, Conn., engaged in employ-
ment related solely to the production
of silver-plated flatware are denied eli.
gibility to apply for adjustment assist.
ance under Title II, Chapter 2 of the
Trade Act of 1974.

Signed at Washington, D.C. this
' 13th day of December 1978.

JAMES F. TAYLOR,
-Director, Office of Management,

Administration, and Planning,
[FR Doc. 78-35657 Filed 12-21-78: 8:45 am]
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NOTICES

[4510-28-M]

.tA-W-4075-

MORRISON STEEL CO., NEW-BRUNSWICK, N.J.

NegativeOetermination Regarding Eligibility
To Apply for Worker Adjustment Assistance

1n accordance --wth section 223 of
the Trade Act of 1974'thel)epartment
of Labor herem presents the Tesults of
TA-W-4075 - Investigation regarding
cerification of eligibility to apoly for
worker adjustment assistance as pre-
scribed in section 222 of the Act.

The investigation was initiated on
August, 17, 1978 in response to a
worker petition received on August 15.
1978 which was filed .on behalf of
workers and former -workers cutting
all types of steel to order from stock at
the Morrison Steel Company, New
Brunswick, New Jersey.

The Notice of Investigation was pub-
lished in the F DER AT RE IsTR on Sep-
tember 1, 1978 (43 FR 39194). No
public hearing -wasxequested.-and none
was eld.

-The determination was based upon
information :obtained -principally -from
officials of the Morrison Steel Compa-
ny and:Department files.

In -order to make-an affirmative de-
termination and issue-acertification-of
eligibility -to apply for 'adjustment -as-
sistance each -of the group eligibility.
requirements -of s6ction '222 of the Act
mustbe met. The Department has -de-
termined that 'services 'are not "arti-
cles" within the meaning ,of section
222(3) oftheAct.

The Department's investigation Te-
vealed thatthe MorrisonSteel Compa-
ny is -n independent steel -service
center -which processes -anddistributes
steel The company purchases coils
from several steel nanufacturers and.
then cuts mnd levels the steel accord-
ing'to rustomer -specifications .or ships
the steel unaltered. -'The Morrison
Steel Company is -engaged solely in
the processing and distribution of steel
and does mot produce ,an article-within
the meaning 'of section 222(3) of the
Act.

'CONCLUSION

After careful xeview, I determine
that all -workers of the Morrison Steel
Company, New Brunswick, New Jersey
are denied eligibility to -apply for ad-
justment assistance under Title II,
Chapter 2 of the Trade Act of 1974.

.Signed at Washington, ,D.C., this
14th day,ofDecember 1978.

RRYu~ J. Gnm~&w,
AdtingDirector, Office-of

Toreign-LEconomic Research.
[FR Doe. 7&-35658_-Mled 12-21-78; 8:45 arnj

[4510-28-M]

ETA-W-40821

REID-MEREDITH, INC.,LAWRENCE, MASS.

Certification Regarding EligIbility To Apply for
Worker Adjustment Assistance

In accordance with Section 223 of
the Trade Act of 1974 the Department
of Labor herein presents the results of
TA-W-4082: Investigation regarding
certification of eligibility .to apply for
worker ,adjustment assistance as pre-
scribed in Section 222 of the-Act.

The investigation was Initiated on
August 18, 1978 In response to -a
worker petition received on August 18.

"1978 which was filed ,on behalf of
workers and former workers-producing
men's and women's harpleces at Reid-
Meredith, Incorporated, Lawrence,
Massachusetts.

The Notice of Investigation was pub-
lished in the FDERAL REcxsTna on Sep-
tember 1, 1978 (43 FR 39193). No
public bearing was-requested and none
was held.

The determination was based upon
information obtained principally from
officials of Reid-Meredith. Incorporat-
ed, its customers, the U.S. Department
of Commerce, the -US. -international
Trade Commission, industry analysts
and Department liles.

In order to make an affirmative de-
termination and Issue a certification of
eligibility to apply for adjustment as-
sistance each of the -group eligibility
requirements of Section 222 of the Act
must benet. It iscondluded thatall of
therequirementslhave been met.

imports (of -synthetic men's -and
women's hairpieces decreased In quan-
tity from 14, 866,463 pieces In 1976 to
11,698,209 pieces in 1977. The xatio of
imports to domestic production de-
creased from 54,456.0 percent in 1976
to-49,359.5 percent in 1977. -Importsln-
creased Irom 8,025,200 pieces In the
first8 anonths of 1977 to'8.132,'000 for
the same period 1978. 'The Imports to
production Tatio Increased irom
49,234.4 percent to'67.766.7 In'terms of
quantity.

The Department -survey -f -custom-
ers of Reid-Meredith. Incorporated xe-
vealed some customers decreased pur-
chases of hairpleces-andvigsfrom the
subject firm while they increased pur-
chases of imports during 1977 and In
the first eight-months of 1978.

'CoNcL-rusoN

After careful review of the facts ob-
tained In the lnvestigation, I conclude
that increases of imports of . rticles
like or directly competitive wlth men's
and women's hairpieces produced at
Reld-Mdefedth. Incerporated. Law-
rence, Massachusetts contributed Im-
portantly to the decline In sales or
production -and to the -total or partial
separation of -workers of .that firm In

accordance with the -provisions of the
Act, I make thefollowing certification:

"All workers of Reld-Meredith. Incorpo-
rated. Lawrence. Xassazhusetts -who became
totally or partially separated from employ-
ment on or after August15, 1977 are eligible
to apply for adjustment assistance under
Title Ir, Chapter 2 of the Trade Act of ,.
1974." I

Signed at Washington. D.C. this
14th day of December, 1978. t

iAIY J. GIL-.,
ActingDirector, Office of

Foreign EconomicResearch.
EFR Doc. 78-35659 Filed 12-21-78:8:45 am]

[4510-28-M]

[TA-W-3994J

THOMAS MENSWEAR CORP., NEW YORK, N.Y.

Negative Determination Regarding rigibility
To Apply for Worker Adjustment Assistance

In accordance with Section 223 of
the TradeAct of 1974 the Department
of Labor herein presents the results of
TA-W-3994: Investigation regarding
certification of eligibility to apply for -

worker -adjustment assistance as pre-
scribed in Section.222 of the Act.

The investigation was initiated on
July 25. 1978 In response to a worker
petition received on July 18, 1978
which was filed on behalf of workers
and former workers selling men's and
boy's knit shirts at Thomas Menswear
Corporation, Vew York, New York.

The Notice of Investigation -was pub-
lished in the Fa . RsEGs'r on
August 1, 1978 (43 TR 33840). No
public hearing wasrequested andnone
was held.

The determination -was based -upon
information obtained principally from
officials of Thomas Menswear Corpo-
ration and Department files.

In order to make -an affirmative de-
termination andissue a certification of
eligibility to apply for adjustment as-
sistance each of the group eligibility
requirements of Section 222 of the Act
must be met. The Department-has de-
termined that services are mot "arti-
cles" within the meaning of Section
222(3) of the Act and that independ-
ent firms for which the subject firm
provides services cannot be considered
to be the "workers" firm."

Thomas Menswear Corporation was
founded In New York New York in
1971. Thomas Menswear Corporation
functions as the exclusive sales agent
for a manufacturer of men's and boys
knit shirts. In this capacity, Thomas
Menswear maintains daily sales con-
tact with the manufacturer's custom-
ers, provides design and styling con-
cepts for the product line which is sold
directly to xetailers and wholesalers,
and confers with -the manufacturer's
production department with respect to
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the design of the product in accord-
ance with customers' need..

Thomas Menswear solicits, orders for
the manufacturer but all contracts are
made, with the - manufacturer. - All
orders solicited by Thomas must be
approved by- the manufacturer as to
terms and price.

Thomas Menswear has only one fa-
cility. That facility consists of a sales
showroom and office space. Fifty per-
cent of the equipment used is owned
by Thomas; the balance of the equip-
ment and all of the facilities are
rented from the manufacturer.

Workers at Thomas Menswear are
engaged In selling apparel and do not
produce an article within the meaning
of Section 222(3) of the Trade Act.

Thomas Menswear, the manufactur-
er for whom it acts as sales agent, and
that manufacturer's customers have
no controlling interest in each other.

All workers engaged in selling appar-
el at Thomas Mensivear are employed
by Thomas Menswear. All personnel
actions, and payroll transactions are
controlled by Thomas Menswear. All
employee benefits are provided and
maintained by Thomas Menswear.
Workers are not at 'any time under su:
pervision or employment by customers
of Thomas Menswear. Thus, Thomas
Menswear must be considered the
"workers' firm."

CONCLUSION

After careful review, I determine
that all workers of Thomas Menswear
Coiporation, New York, New York are
denied eligibility to apply for adjust-
ment assistance -under Title -II, Chap-
ter 2 of the Trade Act of 1974.

Signed at Washington,'_D.C.- this
13th day of December 1978.

JAMEs F. TAYLOR,
Director, Office of Management,

Administration, and Planning.
[FR Ddc. 78-35660 Filed 12-21-78; 8:45 am]

[4510-23-M]

V- MINIMUM WAGE STUDY
-COMMISSION

MEETING
DECEMBER 19, 1978.

In accordance with section 10(a)(2)
of the Federal -Advisory Committee
Act (Pub. L. 92-463), announcement is
made of the following Commission
meeting:

NAME: Minimum Wage Study Com-
mission.
DATE: January 9, 1979.
PLACE: Room 550, 2000 K Street
NW., Washington, D.C. Persons desir-
ing to attend will be admitted to the
extent seating is available.

NOTICES

TIME: 10:00' a.m.
Proposed Agenda:
I. Wage Distribution Study
II. Survey of Noncompliance
III. Conglomerate Study
IV. Priorities-Inflation and Youth.
V. Organizational Matters-Staffing

and Space -
VI. Pending Business
The reason for not publishing this

notice within the 15-day period prior
to the meeting is due to the' need to
acquire adequate space for the meet-
ing. The next meeting of the Commis-
sion will be held Tuesday, February
13, 1979.

All communications regarding this
,Commission should be addressed to

Mr. Louis E. McConnell, Executive Di-
rector, 1430 K Street NW., Suite, 500,
-Washington, D.C. 20005. (202) 376-
2450.

OUIS 'E. MCCONNELL,
- Executive Director.

[FR Doc. 78-35626 Filed 12-21-78: 8:45 am]

[7536-01-M]
NATIONAL FOUNDATION ON THE

ARTS AND HUMANITIES

HUMANITIES PANEL

Meeting

DECEmER19,1978.
Pursuant to the -provisions Of the

Federal 'Adisory -Committee Act
(Public Law 92-463, as amended),
notice is hereby given that the follbw-
ing mieetings of the Humanities Panel
will be held at 806 15th Street, N.W.,
Washington, D.C. 20506:
1. bate: January 9 and 10, 1979.
Time: 9 a.m. to 5:30 p.m.
Room: 807.
Purpose: To review NEH Pilot applications

submitted to the National Endowment for
the Humanities for projects beginning
after April 1, 1979.

2. Date: January 11 and 12, 1979.
Time: 9 am. to 5:30 p.m.
Room: 1025.
Purpose: To-review NEH Pilot applications

submitted to the National Endowment for
the Humanities' for projects beginning
after April 1. 1979.

3. Date: January 19, 1979.
Time: 9 a.m. to 5:30 p.m.
Room: 301.
Purpose: To review NEH Fellowships In Cat-

egory B applications in Music submitted
to the National- Endowment for the Hu-
inanities for projects beginning after Jan-
uary 1, 1979.

Because the proposed, meetings will'
consider financial information and dis-
close information of a personal nature
the disclosure of which would consti-
tute a clearly unwarranted invasion of
personal privacy,.'pursuant to authori-
ty granted me by the Chairman's Del-
egation of Authority to Close Advisory
Committee, Meetings, dated. January

15, 1978,1! .have determined that the
meetings would fall within exemptions
(4) and (6) of 5 U.SC. 552b(c) and that
it is essential to close these meetings
to protect the free exchange of inter-
nal views and t6 avoid interference
with operation of the Committee.

-It Is suggested that those desiring
-more specific Information contact the
Advisory Committee Management Of-
ficer, Mr. Stephen J. McCleary, 806
15th Street, N.W., Washington, D.C.
20506, or call 202-724-0367.

STEPHEN J. MCCLEARY,
Advisory Committee

Management Officer.

[FR Doc. 78-35682-Filed 12-21-78: 8:45 am]

[7537-01-M-]

MUSEUM ADVISORY PANEL

Meeting

Pursuant to Section 10 (a)(2) of/the
Federal Advisory Committee Act (Pub.,
L. 92-463), as amended, notice Is.
hereby given that a meeting of the
Museum Advisory Panel to the Na-
tional Council on the Arts will be held
January 16, 1979, from 9:00 a.m, to
5:30 p.m., and January 17, 1979 from
9:00 a.m. to 5:30 pm., in room 1422,
Columbia Plaza Office Building, 2401
E Street, NW, Washinton, D.C.

A portion of this meeting will be
open to the public on January 10,
1979, from 9:00 a.m. to 5:30 p.m. The
topic of discussion will be Policy and
Guidelines.

The remaining sessions of this meet-
ing on JanUary 17, 1979, from 9:00 am.
to 5:30 p.m. are for the purpose of
Panel review, discussion, evaluation,
and recommendation on applications
for financial assistance under the Na-
tional Foundation on the Arts and the
Humanities Act of 1965, as amended,
Including discussion of Information
given In confidence to the agency by
grant applicants. In accordance with
the determination of the Chairman
published in the FEDERAL RECIsTEn
March 17, 1977, these sessions will be
closed to the public pursuant to sub-
sections (c) (4), (6) and (9)(b) of sec-
tion 552(b) of' Title 5, United States
Code.

Further Information with reference
to ihis meeting can be obtained from
Mr. John H. Clark, Advisory Commit-
tee Management Officer, National En-
dowment for the Arts, Washirtgton,
D.C. 20506, or call (202) 634-6070.

JOHN H. CLAnx,
Director, Office of Council and

Panel Operations, National
Endouiment for the A rts.

[F Doc. 78-35573 Filed 12-21-78: 8:45 am]
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[7590-01-MI....

N .UCLEAR REGULATORY -

COMMISSION

ADVISORY COMMITTEE ON REACTOR SAFE-
GUARDS, SUBCOMMITTEE ON EXTREME EX-
TERNAL PHENOMENA

Meeting

The I&CRS Subcommittee on Ex-
treme External Phenomena will hold
an open meeting on January 9, 1979 at
thp Department of Energy Audito-
rium. 2753 South Hyland Drive. Las
Vegas, Nev.. 89102 to review NRC
sponsored research regarding seismic
design of nuclear power plants. Notice
of this meeting was published October
20, November 20, 1978 (43 FR 49080,
54147; respectively).

In accordance with the procedures
outlined in the FxDE AL REGisvR on
October 4, 1978 (43 FR 45926). oral or
written statements may be presented
by members of the public, recordings
will be permitted only during those
pbrtions of the meeting when a tran-
script is being kept, and questions may
be asked only by members of the Sub-
committee, its consultants, and Staff.
Persons desiring to make oral state-
ments should notify the Designated
Federal Employee as far as in advance
as practicable so that appropriate ar-
rangements can be made to allow the
necessary time during the meeting for
such statements.

The agenda for subject meeting_
shall be'as follows:
Tuesday, January 9, 1979, 8:30 a.rn. until.the

conclusion of business.

The Subcommittee rhay meet in Ex-
ecutive Session, with any'of its consul-
tants who may be present, to explore
and exchange- their preliminary opin-
ions regarding matters which should
be considered during the meeting and
to formulate a report and recommen-
dations to the full Committee.

At the conclusion of the Executive
Session, the Subcommittee wilLhear
-presentations by and hold discussions
with representatives of the NRC Staff,
and their consultants, pertinent to the
above topics. The Subcommittee may
then caucus to determine whether the
matters identified in the initial session
have been adequately covered and
whether the project is ready for
review by the full Committee.

Further information regarding
topics to be discussed,. whether the
meeting has been cancelled or resched-
uled, the Chairman's ruling . on rd,
quests for the opportunity to present
oral statements and the time allotted
therefore can be.obtained by a prepaid
telephone call to the Designated Fed-
eral Employee for this meeting, Dr.
Richard -P. Savio (telephone 202/634-

, NOTICES

3267) between. 8:15 a.m. and 5:00 p.m.,
EST.

Dated: December 18. 1978.
Jom C. Hoam.

Advisory Committee
Management Officer.

EFR Dc, 78-35560 Filed 12-21-78:8:45 am]

[7590-01-M]

[Docket Nos. 50-325 and 50-3241

BRUNSWICK STEAM ELECTRIC PLANT AND
CAROLINA POWER & LIGHT CO.

Issuance of Amendments to Facility Operating
Ucenses and Negative Declaration

The U.S. Nuclear Regulatory Com-
mission (the Commission) has issued
Amendment No. 42 to Facility Operat-
ing License No. DPR-62 and Amend-
ment No. 17 to DPR-71 Issued to Caro-
lina Power and Light Company, which
revised the licenses for operation of
the Brunswick Steam Electric Plant.
Unit Nos. 1 and 2 located In Brunswick
County. North Carolina. The amend-
ments are effective as of the date of is-
suance.

The amendments delete the installa-
tion date of January 1. 1979 for cool-
ing tower completion and require in-
stead that the date be that established
by the U.S. Environmental Protection
Agency in its adjudicatory hearing
proceeding on the facility's Section
402 Federal Water Pollution Control
Act permit.

The application for the amendments
complies with the standards and re-
quirements of the Atomic Energy Act
of 1954, as amended (the Act), and the
Commission's rules and regulations.
The Commission has made appropri-
ate findings as required by the Act and
the Commission's rules and regula-
tions in 10 CFR Chapter 1, which are
set forth in the license amendment.
Notice of Proposed Issuance of
Amendment to Facility Operating Li-
censes in connection with this action
was published in the FEDEAL REGrS-E
on November 10, 1977 (42 FR 58582).
No request for a hearing or petition
for leave to intervene was filed foliow-
ing notice of the proposed action.

The Commission has prepared an
environmental Impact appraisal for
the amended licenses and has conclud-
ed that an environmental impact
statement for this particular action is
not warranted because (1) It is appro-
priate to defer to decisions to be made
by EPA as to the choice and installa-
tion date of the cooling system and (2)
the results of this appraisal have not
altered the fundamental conclusions
of the FES.

For further details with respect to
this action, see (1) the application for
amendment dated March 4. 1977. (2)
Amendment No. 42 to License No.

59933

DPR-62, (3) Amendment No. 17 to Li-
cense No. DPR-71. and (4) the Com-
mission's Environmental Impact Ap-
praisal. All of these Items are available
for public inspection at the Commis-
sion's Public Document Room, 1717 H
Street NW.. Washington, D.C. and at
the Southport-Brunswick County Li-
brary. 109 W. Moore Street. South-
port. North Carolina 28461. A copy of
Items (2). (3) and (4) may be obtained
upon request addressed to the U.S-
Nuclear Regulatory Commission,
Washington. D.C. 20555, Attention: Di-
rector. Division of Site Safety and En-
vironmental Analysis.

Dated at Bethesda, Maryland this
15th day of December 1978.

For the Nuclear Regulatory Com-
mission.

RONALD L. BMMARD,
Czief, Environmental Projecls

Branch 1, Division of Site
$Jafety and Environmental
Analysi&

(FR Doe. 78-35564 Filed 12-21-78:845 am]

[7590-01-M]

[Docket Nos. STN 50.488.50-489 and 50-
4901

DUKE POWER CO. (PERKINS NUCLEAR
STATION, UNITS 1, 2, AND 3)

Hearing

TAKE NOTICE that an evidentiary
hearing in the above-captioned matter
to consider alternate sites and generic
safety matters will convene at 9:00
a.m., January 29, and continue
through February 2, 1979, in Mocks-
ville, North Carolina. On January 29.
1979. the hearing will be held in the
Auditorium of the Davie County
Office Building on South Main Street.
On January 30 through February 2,
the hearing will be held in the Court-
room of the Davie County Courthouse
on South Main Street. Limited appear-
ance statements will be heard Monday
morning. January 29.

IT IS SO ORDERED.

Dated at Bethesda, Maryland this
15th day of December 1978.

FOR THE ATOMIC SAFETY..AND
LICENSING BOARD.

Eaz~aErH S. BowERs,
Chairman.

EFR Doc. 78-35561 Filed 12-21-78; 8:45 am]
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[7590-01-Mi

[Docket No. 50-3201

METROPOLITAN EDISON CO: ET:AL

Issuance of Amendment to Facility-Operating
License

The U.S.- Nuclear Regulatory Com-
mission (the Commission)- has issued
Amendment 8 to Facility Opemting
License * No. DPR-73, issued, to the'
Metropolitan Edison Company, Jersey
Central Power & Light Company, and
Pennsyli.ania Electric Company,' fbr
operation of the- Three Mile Island
Nuclear Station, Unit- 2. (the- facility),
located -in Dauphin' County; Pennsyl-

,vania. The amendinent, is effective as
of' its date of issuance.

The icehse" is amendd by revising
certain Technical Specifications - to
permit operation at reduced,- power
levels with reduced. reactor coolant
system flow:.

The applibation, for, the amendment
complies with. the: standards and re-
quirements of the Atomic. Energy Act
of 1954, as amended (the Act" and the
Commisslon'S- rules and' regulatibns.
The Commission- has made appropri-
ate findings as required by the Act and

- the Commission's rules and' regula-
tions in 10 CFTR Chapter I,, which, are
set forth in the license amendment.

The Commission has determined
that. the- granting, of this- amendment
will not result ir, an significant envi-
ronmental impact and that pursuant'
to 10 CFR § 51.5(dl(4) an environmen-
tal. impact statement ornegative decla-
ration and. environmental impact. ap-
praisal need not., be. prepared in. con-
nection with-this action.-

For further details with respect to
this action, see (TY Amendment No., 8,
to 'Facility Operating License No.
DPR-73, and (2)- the. Commission's-re-
lated safety evaluatibn" supporting
Amendment No. 8, to Facility Operat-
ing License. No. DPR-73. -These: items
are available for public inspectiorr at
the Cdmmission's- Public, -Document
Room, 7-L7 HL Street, NW., Washing-
ton, D.C. and at the State, Library of
Pennsylvania, Commonwealth. and
Walnut Streets, Harrisburg, Pennsyl-
vania 17126.

Dated at Bethesda, Maryland, this
15th day of December-1978. '

FOR THE NUCLEAR REGULA-
TORY-COMMISSION.

STm)vN A. VARGA,
Chief, Light Water, Reactors

Branch 4, Division of Project
Management.

FR Doc. 78-35563 Filed 12-21-78; 8:45 am]

NOTICES

[-7590-01 -M]:

[DocketNos. 50-'275 and 50-323]

PACIFIC GAS & ELECTRIC CO. (DIABLO
CANYON NUCLEAR.POWER PLANT, UNITS I

_AND,2)'

Issuance of-Amendmnent to Construction
Permits

The U.S. Nuclear Regulatory Com-
mission- (NRC) has issued Amend-
ments, 1 and 4, respectively, to Con-
struction Permit Nos. CPPR-39 and
CPPR-69 issued to the Pacific Gas and
Electric Company for Diablo Canyon
Nuclear Rower Plant, Units Land 2,.lo-
cated in San Luis. Obispo County, Cali-
fornia.

The aniendments provide. for the ad-
dition, of certain antitrust conditions.
The. Diablo, Canyon Nuclear, Power
Plant- is- not; subject to an- antitrust
review. under Section 105C of the
Atomic-EnergyAct, as amended. More
recent nuclear power- plants are sub-
ject to" such reidew. However, in con-
-nection. with- the NRC's proceedings
on the Stanislaus Nuclear Proijct, Pa-
cific Gas andElectric: Company'agreed
to include antitrust commitments, as
conditions, fr the- Diabro, Canyon, li-
censes-, hr certaim cfrcumstances wlhibh
have-occurred!

lw-aetter- othe-:.S IUepartmentof
Justice- (DJ; dat'ed' April 3w 1976,
PGiFE statec that;. i the event i con-
struction permit. for, the- Stanislus
Nuclear Proj~ct was;nolt issuedl by- the
NRC prior to July -1, 1978j, PGF -was
willing- to, have its license(s8) for the
Diablo Ganyon: Nucear- Power- Plants,
UnitT r and 2T. amendedtoDihcorporate
cerfain antitrust commitments: This
willingness- was, contingent upon the-
DOJ advising, the NRC' that. no anti-
trust.hearing wasngcessary-in connec-
-tion with licensing the- Stanislaus
Project. The -DOJ- provided -such
advice:in-a letterdated'May 5, 1976.Since no-construction- permit for- the
Stanislaus.Project had yet been, issued,
ther NRC" staff advised' PG&E, in a
letter- dated: September 15, 1978, of its
intention.to inclcfe the antitrust com-
mitments as 'conditions, in: the Diablo
Canyon Construction Permits; PG&E
responded, in- a letter dated September
19, 1978, statingthat it.had no objec-
tion to such an amendment.. The amendments comply with the
standards and requirements, of' the
Atomic Energy Act of 1954, as amend-
ed (the Act), and' the Commission's
regulations. The staff hasmade appro-
priate findings as: required by the Act
and the Commission's regulations in
d10 CFR Chapter 1. which-areset forth
in the amendment.

In accordance with 10 CFR 50.91,
prior public. notice of these- amend-

•ments was. not Tequired, since the
amendments do:not, involve significant
hazards considerations.

The staff has determined that the is-
suance of these amendments will not
result in any significant environmen-
tal impact, and that pursuant to 10
.CFR Section .51.5(d)(4) an environ.
mental impact statement, or negative
declaration, and environmental impact
,appraisal need not be prepared In con-
nection with issuance of these amend-
ments.

For further details with respect to
this action,, see. (1) letters related to
the amendments dated April 20, 1976,
May 5, 1976, September 15, 1978, and
September 19'1 1978, (2) Amendment
Nos. 1 gnd 4 to CPPR-39 and CPPR-
69, respectively, and (3) the staff's re-
lated Evaluation of an Amendment to
Include Antitrust. Conditions In, the
Diablo Canyon Construction Permits.

All of these ltemsand other related
material are available for public in-
spection at the Commission'b Public
Document Room, 1717 H Street, N.W.,
Washington, D.C. and at the Local
'Public Document Room located Ili San
Luis-Obispo County Free Library, P.O.
Box X,, San Luis Obispo, California
93406.

A copy:offtems (1).(2), andi(3) may
be. obtalned upon' written, request: to
the- US. Nuclear- Regulatory Commis-
sion; Washington, D;C: 20555;, AITN:
Director. Divisioi, of Project Manage-
menl,,Office ofNuclear:ReactbrRegu-
lationi

Dated' at Btthesda, Maryland this
.G6tlr day.of'December1978 ,

FOR THE NUCLEAR, REGULA-
TORY COMMISSION..

JOHN,. STOLZ,,
Chief, Light, Water Reactors

Branch No. 1, Division of Proj-
ect Management

(E Doc. 78-35565 riled 12-21-78; 8:45 am]

[7590-01-M]

[Docket-No. 50-312]

SACRAMENTO MUNICIPAL UTIUTY DISTRICT

Issuance of Amendment to Facility Operahtin
License

The U. S. Nuclear Regulatory Com-
mission (the Commission) has issued
Amendment No. 26 to Facility Operat-
ing License No. DPR-54, issued to Sac-
ramento Municipal Utility District,
which revised Technical Specifications
for operation of the Rancho Seco Nu-
clear Generating Station (the facility)
located in Sacramento County, Cali-
fornia. The amendment is effective as
of its date of'ssuance. ,

The amendment revises the Techni-
cal Specificatins to reflect plant oper-
ating limits for the fuel loading to be
used during Cycle 3. • .

The application for the amendment
,complies With the standards and re-
quirements of the Atomic Energy Act
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of 1954, as amended (the Act), and the
Commission's rules and regulations.
The Commission has madd appropri-
ate-findings as required by the Act and
the Commission's rules and regula-
tions in 10 CFR Chapter 1, which are
set forth in the license amendment.
Prior public notice of this amendment
was not required since the amendment
does -not involve a significant hazards
consideration.

The Commission has determined
that the issuance of this amendment
will not result in any -significant envi-
ronmental impact and that pursuant
to 10 CFR § 51.5(d)(4) an environmen-
tal impact statement, or negative dec-
laration and environmental impact ap-
praisal need not be prepared in con-
nection with issuance of this amend-
ment.

For further details with respect to
this action, see (1) the application for
amendment dated September 13, 1978.
as supplemented November 15, 1978,
(2) Amendment'No. 26 to.License No.
DPR-54, (3) the Commission's related
Safety Evaluation, and (4) the Exemp-
tion related' to requirements of 10
CFR 50.46(a)1). All of these items are
available for public inspection at the
Commission's Public'Document Room,
1717 H Street NW., Washington. D.C..
and at the Business and MVunicipal De-
,partment, Sacramento City-County Li-
brary, 828 I Street, Sacramento, Calif.
A copy of items (2). (3), and (4) may be
obtained upon request addressed to
the U.S. Nuclear Regulatory Commis-
sion, Washington,. D.C. 20555, Atten-.
tfon: Director, Division of Operating
Reactors.

Dated at Bethesda, Md., this 15th
day of December 1978.

For the Nuclear Regulatory Com-
mission.

GERALD B. ZWETZIG,
Acting Chidf, Operating Reac-

tors Branch No. 4, Division of
Operating Reactors.

[FR Do. 78-35562 Filed 12-21-78: 8:45 am]'

[7590-01-M]

[Docket No. 40-8681]

ENERGY FUELS NUCLEAR, INC.

Availability of Draft Environmental Statement
for White Mesa Uranium Project

Pursuant to the National Environ-
mental Policy Act of 1969 and the
United States Nuclear Regulatory
Commission's regulations in 10 CFR
Part 51, notice is hereby given that a
Draft Environmental -Statement pre-
pared by the Commission's Office of
Nuclear Material Safety and Safe-
guards related to the application for

operation of the proposed White Mesa
Uranium Project located In San Juan
County, Utah. is available for Inspec.
tion by the public In the Commission's
Public Document Room at 1717 H
Street, N.W., Washington, D.C: 20555.
The Draft Statement is also being
made available at the Utah State
Clearinghouse, Utah Planning Coordi-
nator, Office of the Governor. State
Capitol Builling, Salt Lake City, Utah
84114 and the Southeastern Utah As-
sociation of Governments, Post Office
Box 686, 109 S. Carbon Avenue, Price,
Utah 84501. Requests for copies of the
Draft Environmental Statement
(NUREG-0494) should be addressed to
the US. Nuclear Regulatory Commis-
sion Washiigton, D.C.. Attention: Di-
rector, Division of Technical Informa-
tion 'and Document Control 20555.

The Applicant's Environmental
Report, as supplemented, submitted
by Energy Fuels Nuclear, Inc., is also
available for public Inspection at the
above-designated locations. Notice of
availability of the Applicant's Environ-
mental Report was published in the
FEDRAL RELmsaR on June 12. 1978.-
(43 FR 25390).
'Pursuant to 10 CFR Part 51, Inter-

ested persons may submit comments
on the Applicant's Environmental
Report, as supplemented, and the
Draft Environmental Statement for
the Commission's consideration. Fed-
eral and State agencies are being pro-
vided with copies of the Applicant's
Environmental Report and the Draft
Environmental Statement (local agen-
cies may obtain these documents upon
request). Comments are due by Febru-
ary 5. 1979. Comments by Federal.
State, and local officials, or other per-
sons received by the Commission will
be niade available for public inspection
at the Commission's Public Document
Room in Washington. D.C.

Upon consideration ,of comments
submitted with respect to the Draft
Environmental Statement, the Com-
mission's staff will prepare a Final En-
vironmental Statement, the availabil-
ity of which will be published in the
FEDERAL REGLsmT.

Comments on the Draft Environ-
mental Statement from interested per-
sons of the public-should be addressed
to the U.S. Nuclear Regulatory Com-
mission, Washington, D.C. 20555, At-
tention: Director, Division of Fuel
Cycle and Material Safety.

Dated at Silver Spring, Maryland,
this 7th day of December, 1978.

For the Nuclear Regulatory Com-
mission.

Ross A. SclANo,
Section Leader, Uranium Mill

Licensing Section, Fuel Proc-
essing & Fabrication Branch,
Division of Fuel Cycle & Mate-
rial Safety.

(FR Dc. 78-35422 Filed 12-21-78:845 am]

[3190-01-M]
OFFICE OF THE SPECIAL

REPRESENTIVE FOR TRADE
NEGOTIATIONS

(Doe. No. 301-16)

GREAT PLAINS WHEAT, INC. COMPLAINT

Petition and Hearing

On November 2, 1978, the Chairman
of the Section 301 Comniittee receied
from Great Plains Wheat, Inc a peti-
tion alleging discriminatory and unfair
triade practices and policies by the Eu-
ropean Community (EC). The com-
plaint alleges that the EC engages in
injurious actions through the unjusti-
fled use of export subsidies (restitu-
tions) for wheat being sold to "third
country" markets, that is, markets
other than the EC in which United
STates wheat producers also have an
export Interest.

In accordance with the request of
Great Plains made o1i November 27.
1978. the complaint is being instituted
pursuant to section 301 of the Trade
Act of 1974 (Pub. L. 93-618; 88 Stat.
1978). The text of the complaint is as
folows:

GMET P.AMSs WHEAr INC-,
Washington. D.C, November 2,1978.

CILAIRMZI: SEM-n N 301 CommIttee, officebf
the Special Trade Representative Room
725. 1800 C Street NW;, Washington,
D.C 20056.

Comm.i.rr FmraZ PUasUANr To SE cNo 301

oF THE TRADE Acn or 1974

1. Complainant: This complaint is filed by
Great Plains Wheat. Inc. (G.P.W.). For the
record. Great Plains Wheat is a wheat
market development and promotion organi-
zation supported by wheat producers
through theli state wheat commissions in
Colorado. Kansas, Minnesota. Nebraska,
North Dakota. Oklahoma, South Dakota,
Texas. and Wyoming. In addition to thie
central office in Washington. D.C. and the
two regional offices in Latin America.
G.P.W. maintains regional offices for the
promotion of all five classes of US. weat in
Europe. the Middle East. and Africa.

The principal objective bf the organiza-
tion is the development, maintenance and
expansion of U.S. wheat exports. The wheat
producing states represented by members of
this organization by far account for the ma-
Jority of U.S. wheat production. Traditional-
ly US. wheat farmers depend upon the for-
eign market to take 60% of their crop.
Therefore, there can be little doubt that
G.P.W. has a great economic interest in ex-
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porting, wheatT from th United- States. to
foreign markets.

Because of this economic interest in
U.S. wheat. exports,. Great Plains
Wheat respectfully requests that the
President, Under, the- authority, grant-
ed to himnby, section 301. (a) (3) of the
Trade Act of 1974, "take all appropri-
ate. and feasible. steps" -to obrtain the
elimination of the European Commu-
nity's. (E.C.)- export subsidy- (restitu-
tion) on wheat being sold to. so-called
"third-country" markets. The E.C.'s
use of this. unfair trade practice to
export wheat had; the. effect, of sub-
stantially reducingfthe sales of compe-
tititve U.S. wheat exports in foreign
markets.
, Great Plains Wheat requests immediate

and effective. redress' from and the. elimina-
tion of, injurious actions by the E.C. In its
unjustified use of export; subsidies for
wheat. In subsequent paragraphs and. the
accompanying written brief- it'will be shown
clearly' that the E.C., has in the- past and
nowl continues. to engate in. unfair wheat
export procing, practicesi, which- have -dis-
placed, U.S. wheat exports and- depressed
prices to U.S. farmers., In. order to- bring
about a discontinuation of the'E.C. wheat
export 'subsidiaries, the U.S: government
should' immediately Implement 'counterac-.
tive measures in, retaliation for the, trade
'disruption suffered by U.S..farmers.. "

G.P;W.'s further' objective- in requesting
retaliatory- actioni against the E.C. is; to
insure that world. wheat.trade, be:conducted
on the basis of fair and effective, competi-
tion. Such a competitive environment' must
exist in order for the- economic benefits of
expanded world wheat tradb tol accrue to
the: most efficient proddcers:of -wheate--U S.
wheat farmers.
' 2.,Description: of foreign: practice which is

the.subject of this complaint The practice
which is the subject of'this sales'to third-
country markets. Reference to this- unfair
trade, practice, Isfound in section 301(a)(3)
of the Trade Act, of 1974,(19 U.S.C. 2411).

3. Identification of laws' or- regulations
which are- the' subject of this' complaint:
Within the European Community the'basic
outlines of a common system , of farn sup-
port and protection are described in Title II
of the Treaty of Rome: Further, regulations
relating to the organization of' prices and
markets for-cereals areL contained. in- Council
Regulations No., .120/67/EEC:(OfficiaLJour-
nal/of the European Community-No. 117,,6/
19/67).

Export subsidies are made available to
E.C.- wheat. exporters, by the'E.C. Commis-
sion in' two ways:-(1) Current.export subsl-
dies on wheat' for-specific- regions- are pub-
lished periodlcally:n.the: Official Journal. of
the European.Community. (2) Wheat.subsi-
dies are. also made available to' regions or
countries not, specifically, designated;
through the- E.C. export tender' system.
Under this system, the E.C.- Commission ih-
vites bids- from, private. traders for export
sales: of. a-specified'amount, of'the' commod-
ity, In- their bids the traders;, among_ other
things,, indicate. the- lowest-., level, of; subsidy
they; are willing. to- accept in' exporting a
stated! amount; of. thecommodity! toi certain
specified. countries- on' regibns;. The: E.C
Commissibn generally: targets. themmoun, of
wheatavailable. forsubsidy tospecific:destrI
natiomcountriesor-regions:

NOTICES

4', Idenitificatio .- of foreiin countries
which-ar the subject oP'the~complaiftt: The
above: regulations- are. binding, in their en-
tirety and'directly applicable to all members
within, the- European Community. The
exportsubsidy- system is: the: same- for the
whole Community, but the, amount may
differ according, to the destination of the
wheat-export. Since-August; 1978 significant
volumes' of subsidized! EC 'wheat exports
have-been sold to Egypt' Portugal, Morocco,
and BrazllIn-additionto theseactual sales,
the Community has. made available large
subsidies for- wheat, exports to-Poland, the
People's-Republic:of-China,,and -Finland:

5. Identification. of the product which is
the subject of this practice=The.products in-
volved are E:C. bredd'wheats. '

6. Infbrmation showifig how much subsidy
has-the effect oftsubstantially reducing, sales
of competitive. U.S. products-in.other foreign
markets:'
(D- Volume. of trade. irvolved: Due to- the

-RC& aggressire, wheat export subsidy, pra.-
tice Its commercial wheat, exports will, in-.
crease by- approximately 4.4 million metric
tons this year relative- to last year's volume.

(II) Quantification of' the' economic. or
other impacts on; the; complainant and- on
U.S. commerce-ingeneral:-

(a) Loss of U.S. wheat export volume: An
increase- of E.C. wheat expo6rts-by 4' 4million
metrie. tons (avolume of which 75% would
be accounted -for by the- U.S) as a. result, of
the export subsidy, will- result. in a 3.3 mil-
lion Imetric ton displacement liT U.S: com-
.mercial'wheat exports.thisyear-:

(4.4 mint x 75%=3.3 nmti)
(b) Loss oL revenue'to U.S. wheat~produc-

-ers:
(I) Reduced' U.S. wheat, exports: Reduced

'exports.of'3:.mfion_ metric tons at a price
of- approximately. $130, per ton=$429 mil-
lion..

(3.3 mint x $130 per ton=$429' million'
(it) From, reduced? price- on total, U.S.

-wheat sales: Reduced exporLsales of.3.3 mil-
lion, metric tons will result in an approxi-
mate 10% reduction in marketings of' U.S.
'wheat ($130'per ton x 1(1% = $13-per ton).
Total off-faim'- marketings" are, anticipated
at 50, millionstons = $650 million.

($13jper-ton. x50.million tons,= $650 mil.
lion).

(iii)'Tota-l'lbssof revenue = $1,079 million.
(c) Loss of export-earnings.to-U.S. econo-

my:
- (I) Fromitreduced U.S. wheat. exports:. Re-

duced'exports of 3.3"million.tons at.$150 per
ton, a price that would have, existed'had' it
not been for the: price-depressing effects- of
the E.C's wheat export subsidy = $495 ml-
lion. 

-

(33"mmt x $150 per- ton $495 million)
(i) Ffom reduced' prices on other U.S.

wheat. exports: Reduced. prices- of $13 per
ton times a total of U.S. wheat exports pro-
jected at 30 million metric tons =- $390 mil-
lion.

(iII) Total loss of export, earnings: = $885
million.

(III) International obligation and U.S.
statute. violated by this practice: The export
subsidies paid by- the- F.C. tr its' wheat ex-
porters violate Article MW of. the General
Agreementom Tariffs. and Trade (GATT.).
These export subsidies also fall within the
U:S: Trade Act ofV 1974, (PUbIll Law 93-618;
Title III, ReliWlfkonr Tnfair- Trade- Prac-
ticesChapter One, section.301(a)(3)._
T.- Filingfor-otlier-forms-'of relieff At pre-

sent, Great PlainslWheat;, Ihc..has.notz filed

for any other forms ofr relief undbrt the
Trade-Act of 1974 orany other act, bcllbv.
Ing that tht President has stfficlent author-
ity undersecton-301 to cause the- European
Community to - terminate Its subsidy on
wheat exportsto foreign markets.

GreatPlains Wheat as the complainant Is
concurrently requesting a public hearing
under section 301(d)(2) of the Trade ActV A
written' brief has also been submitted, in
twenty copies. In order that the position of
the complainant and the evidence be clear
the complaint and written brief must be
considered together.

Respectftully submitted,

MicitA L. HALL,
President Great Plains Wheat, Inc.,

1030-15th Street, NW., Suite 420,
Washington, D.C. 20005, telephone:
(202)' 6591240.

GREAT PLAINS WHEAT INC..
Washington, D.C., November 2, 1978

CHAIRMa.n SE ION 301 COMMITTEE, Office of
the Special Trade Representative, 1800
G Street NW,. Washington, D.C. 20056

REQ EsT- BY- COMPLANANT FOR A' PUBLI
HEAmRuoUNwz SEcTioN 301(d)(2) OF Tim
TRADE AcT,o, 19-74,

Great Plains Wheat,(GP.W.)as the com-
plainant request that, a public hearing bo
held pursuant to Section 301(d)(2) of the
Trade Act of-1974, This request for'a public
hearing is submitted concurrently with
G.P.W:'s filing of a 301 complaint againt the
European' Community's useof export subsi.
dies- on wheat sales to third-country mar-
kets. Also accompanying, this -request are
twenty copies of a.wrltten brief.

Great Plains Wheat believes that It Is in
the- public interest to hold such hearings
and wishes-to- have-the opportunity. to pro.
,sent oral testimony when such hearings are
held.

Respectfully submitted,
Micua I. HALL.

President, Great Plains Wheat., Inc.,
1030-15th Street, N. W., Suite 420,
Washington,. D.C. 20005, telphone:
(202) 659-1240.

GREAT PLAINS WEAT I c..
Washington; D.C, November 2, 1978.

CIAIR unAx,.SEcTIon 301 Co,-,nTr , Office of
the' Special Trad& Representative, 1800
G Street NW., Washington, D.C. 20056.

-WRITTEN BRIEF SUBMITTED CONCURRENTLY
WITH COMLAxNT FILED PURsUAnT To Sac.
TioN 301 OF Tur RADE- ACT OF 1974 (CFR
15,2006.6)
Great Plains Wheat respectfully requests

that the President,. under the authority
granted to him by Section 301 (a) (3) of the
Trade Act of 1974, "take all appropriate and
feasible steps" to obtain the elimination of
the European Community's (E.C.) export
subsidy (restitution) on wheat being gold to
so-called "third-country" markets. The
E.C.'s use of this unfair trade practice has
had;the.-effect of, substantially reducing the
sales of competitive U.S. wheat' exports In
thoseforeign markets.

FOr' the recordi Great;Plaina-Wheat, Inc;,
is a-wheat-market.development. and promo.
tion organization supported by wheat pro-
ducers, through their state wheat commis-
slbns" i.r Colorado, Kansas, Mlinesota. Ne.
Braska, Nbrthi DaRota; Okitihoma; South
Dakota; Texas;,and Wyoming: Ih addition to
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the central office in Washington, D.C. and
the two regional offices in Latin America,
Great Plains Wheat (G.P.W.) maintains re-
gional offices, for the promotion of all five
classes of U.S. wheat in Europe, the Middle
East and Africa.

The principal objective of the organiza-
tion is the development, maintenance and
expansion of U.S. wheat exports. Wheat
producing states represented by members of
G.P.W. account for the majority of U.S.
wheat production. Traditionally US. wheat
farmers depend upon the foreign market to
take 60% of their crop. Therefore, there can
be little doubt that G.P.W. has a great eco-
nomic interest in achieving an end to this
unfairtrade practice by the E.C.

Great Plains Wheat requests immediate
and effective redress from, and elimination
of, injurious actions by the European Com-
munity in its unjustified use of export subsi-
-dies for wheat. In both the complaint and
this brief, it will be shown'clearly that the
E.C. has in the- past and now continues to
engagein-nfair wheat export pricing prac-
tices, which -have displaced U.S. wheat ex-
ports and depressed prices to U.S. farmers.
In order to bring about a discontinuation of
the E.C. wheat export subsidies, the U.S.
government should immediately implement
counteractive measures in retaliation for
the trade disruption suffered by U.S. farm-
ers.

G.P.W.'s further objective in requesting
retaliatory action against the E.C. Is to
insure that world wheat trade be conducted
on the basis of fair and effective competi-
tion. Such a competitive environment must
exist in order for the economic benefits of
expanded world wheat trade to accrue to
the most efficient producers of wheat-U.S.
wheat farmers.

Retaliatory and/or unilateral action may
not be the best answer. However. such
action is necessary if the E.C. does not cease
immediately the use of wheat export subsi-
dies. Ii addition to- redress for U-S. wheat
farmers, the President should also consider
requesting a GATT panel to examine the
E.C. wheat export subsidy practice as a sub-
stantial violation of Article XVI -of the
GATT that serves to ditort and displace
U.S wheat trade patterns.*

U.S. rEPENDEN cE oN WHAT ExPORT 1&REETS

U.S. wheat farmers are heavily dependent
upon the world marketplace and cannot tol-
erate the burden of E.C. export subsidies. As
the following table reflects, U.S. farmers
depend on the export of almost 60% of their
annual wheat production.

TABLE 1-U.S Wheat Production and
.Eports

Year Production Exports in Exports us a
beginning in million million percentage

June bushels bushels of
production

1972/73---. 1,545 1.131 73.2
1973/74-. 1,705 1,217 71.4
1974175-_ 1,796 1,018 56.7
1975_76._ 2,135 1.173 54.9
1976/77- 2.147 950 44.2
1977/78--- 2026 1.100 54.3
1978/792- 1,920 1.000 52.1"

*Australla has initiated a similar action in
the GATT with respect to the E.C. practice
of export subsidies on sugar, an action en-
dorsed and supported by the United States
in favor of Australia.

NOTICES

3 Preliminary."Projected-

Source: National Association of Wheat
- Growers, Wheat Facts

U.S. agricultural exports, especially wheat
and grains, are one of the few bright spots
for our nation's economy. If It were not for
the efficient U.. agricultural production.
our balance of trade position would be even
more disastrous than is currently the situa-
tion. During the last several years U.S agri-
cultural exports have averaged approxi-
mately $24 billion, allowing for a net agri-
cultural trade surplus of $10-12 billion an-
nually. Had It not been for these vigorous
export sales of US. agricultural products in-
eluding wheat, our trade deficit would have
been greater;, we would not have been able
to partially offset our huge oll Import bill:
and the dollar would have declined to even
lower levels against the major foreign cur-
rencies than the current post-World War II
record lows.

CURRENT E.C. SUPPLY SITUATION

'U.S. wheat farmers are prepared and
indeed eager to compete for the sales of
wheat to all foreign markets; however, It Is
essential that such trade be conducted on
the basis of fair and effective competition.
Competitive trade Is not possible when the
E.C. uses export subsidies (restitutions).
There are several fundamental reasons why
the E.C. has had to resort again and In a
blatant fashion to the use of wheat export
subsidies (See Appendix A for comparative
data on the US. and E.C. production and
support price systems for wheat).

This year, because E.C. wheat production
was artificially encouraged by very high
support prices, the Community is expected
to harvest a much larger than average crop
of lower quality wheat. E.C. wheat farmers.
In order to obtain a greater quantity of
wheat eligible for these high supports, di-
verted their production to higher yielding,
but lower quality wheat. As a result, E.C.
domestic wheat production has Increased
from 38.5 mmt* last year to 47.0 mmt this
year. It must be noted, however, that E.C.
domestic wheat prices still remain above
world prices.

Over the past several years, the B.C. year-
end stocks were easily held at around 7 mmt
because of smaller wheat crops. Given the
current E.C. surplus situation, however, the
Community has resorted to export subsidies
in order to maintain this 7 mint year-end
level. In other words, the E.C. is exporting
Its problems at the expense of the more effi-
cient world wheat producers.

This increase in European Community
production comes at a time when US. farm-
ers took positive actions to bring the world
supply and demand for wheat into more
proper alignment. U.S. wheat production
thisyear will equal approximately 48.7 mnt
as compared with 55.1 mit last year.

Due to the Community's aggressive export
subsidy practice, its wheat exports this year
will increase from 5.5 mnt last year to an
estimated 9.0 mmt this year. This repre-
sents an increase from 7% to 12% of world
wheat exports, while the US. level and per-
centage of world wheat trade will remain
basically unchanged. Without E.C. export
subsidies, the US. would surely enjoy even
greater wheat export volume in the various
foreign markets to which the E.C. Is export-
Ing Its surplus wheat production.

fMillon metric tons.
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The majority of world wheat Import mar-
kets are primarily "price markets." Wheat
offers are considered and accepted on the
basis of the lowest bid with only secondary
concern about quality factors. Through the
use of export subsidies, the E.C. has been
able to sell wheat which would otherwise
not have been competitive with U.S., Cana-
dlan. or Argentine wheat

r.C. S CURRENT EXPORT SUBSIDY ACTIVItY
Since August of this year, marking the

near completion of the European harvest,
European wheat--essentlally French milling
wheat-or wheat flour has been sold with
the assistance of substantial export subsi-
dies (restitutions) to the following markets:

T~AL-. 2

Country Quantity
(Int)

Egypt 100,000
Portugal 60.000
Morocco 165.000
Brazil 90.000

.In addition to the actual sales of Europe-
an wheat to those markets with export sub-
sidies in the range of U.S. $105.00 to US.
$115.00 per metric ton.,the E.C. Commission
has made available the following quantities
to the following markets:

TARLE3

Country Quantity
(nt)

Poland .000.o
People's Republic of China ;00.000
Finland 30,000

The following table shows that the E.C.
Commiion has. since August. authorized
the subsidization of substantially larger
quantities of wheat than were authorized in
the same period over the last three years:

Ts.z 4

Year Volume (mt) Subsidy fanze per (mt)

1978 -. 1-107.C00 U.SL $103.00-S115.00
1977 . 20680 U.S. $40.00-$45.G0
1976 -. 224.000 US. $40.00-$45.00
1975 -. 504.00 U.& $45.00-$50.00

Out of 1.5 mint authorized since August,
the European Community Commission has
approved the following subsidy levels:

TABLEz 5

Date Quantity Actual subsldy per
(Int) tint)

September 7- 153.000 US. $103.07

September 14- 195,000 U-.S $104.17

September2l-.. 315.000 U-& $104.17

September28.. 232.000 US. $103.62

October2... 21.000 U.S-$115.98

Because only 916.000 mt of the eligible 1.5
mint have been awarded a price level for the

FEDERAL REGISTER, VOL 43, NO. 247-FRIDAY, DECEMBER 22, 1978



NOTICES

subsidy through the tender system, one can
realistically. 'expect a further - award of
583,000 mt within 'the immediate future.
Subsequent subsidy levels allowed by the
E.C. Commission through either the official
published level in the Official Journal or
the subsidy tender system will in fact be
higher than the current levels because of
two factors: (1) firmer world wheat-prices,
and (2) the record lows to which the U.S.

- dollar is being traded against'the currencies
of the European Community member coun-
tries.

Moreover, the commitment of the total
1.5 mmt of subsidy tenders will not exhaust
the E.C. Commission's prerogative of authol
rizing additional quantities of wheat to be
tendered at whatever price level required to
make European wheat competitive in inter-
national markets.

It must be emphasized and well appreciat-
ed that It is impossible to make comparisons
of E.C. wheat exports to most of the afore-
mentioned countries because there is little
recent history of any significant volumb of

.European wheat exports to those foreign
markets.. Not since the 1960s has the European
Community exported wheat to the People's
Republic of China with the assistance of an
export subsidy. In recent years, E.C. wheat
was only exported to Brazil in the 1974-75
season, and that quantity_ was, relatively
small-20,000 mt. Notwithstanding a bilater-'
al grain agreement providing for 'up to
600,000 mt annually of either wheat or
barley exports from France to Poland, insig-
nificant quantities of E.C. wheat have been
exported to Poland in recent years. This
year the E.C. has authorized wheat export
subsidies to move up to 800.000. mt to the
Polish market which traditionally takes 2
rnmt annually from all sources., The United
States has been the predominantsupplier of
wheat to-Poland, with-France only a minor
supplier of barley.

With respect to Morocco, Egypt, and Por-
tugal, the United States is also the -tradi-
tional and predominant supplier. At this'
early stage In the E.C. marketing season,
the level of B.C. subsidies authorized for the
quantities of wheat th these markets clearly
shows that the European Community will
substantially disrupt and displace -U.S.
wheat exports to these. important foreign
markets.

In order to better understand how this
subsidy system works, we have included in
Appendix B of this brief, a comprehensive
description of the E.C.'s Common Agricul-
tural Policy (CAP) for Grains.

OFFICIAL U.S. POSITION ON SUBSIDIES AND
'G.P.W. RECOMMENDATION

In requesting the President to "take all
appropriate and feasible steps" -to eliminate
the European Community's export subsidy
on wheat, Great Plains Wheat is not acting
out of any protectionlst motivation. In fact,
it is G.P.W.'s conviction that such unfair
trade practices are limiting the-potential for
expanded U.S. wheat trade.

Great Plains Wheat's request, then, is-
consistent with President Carter's message
of September 26, 1978, on the urgent need
to expand 'U.S. industrial and agricultural
exports. The President stated:

[the] United States export performance is
also adversely affected by the excessive fi-
nancial credits and subsidies which some of
our trading partners offer to their own ex--
porters. One of our major objectives in the

MTN is to negotiate an international code
restficting the use of government subsidies
for exports.

Also in this regard, President Carter fo-
cused on the Injurious practices of subsidiz-
ing exports. To Great Plains Wheat, the fol-
lowing statement by the President suggests
an indirect reference to the overall Europe-
an Community's practice of subsidizing ex-
ports not only to the United States but to
third-country markets as well.

I hope that our major trading partners
ill see the importance of reabhing more

widespread agreements on the use of export
finance, to avoid a costly competition which
is economically unsound and ultimately self-
defeating for, all of, us. These international
agreements are essential to assure that
American exporters do not face unfair com-
petition and this Administration intends to
work vigorously to secure them.

As a part of the Administration's "vigor-'
ous attempt" to secure a multilateral trade
agreement which includes a meaningful sub-
sidy code. President Carter has assured the
European Community that Congress, when-
it reconvenes, will extend the coimtervallng
duty waiver. The E.C. has threatened to
break off the current trade talks unless this
waiver is granted. In this regard, Great
Plains Wheat recommends that tive Presi-
dent tie the U.S. countervailing duty waiver
extension to' the E.C. cessation of wheat
export subsidies while an overall trade
agreement and a subsidy code are being fi-
nalized. Just as the European Community
has claimed that they cannotanegotiate with
the treat of duties, the U.S. should not be
expected to negotiate while Its wheat trade
is being disrupted and distorted by the Eu-
ropean Community's use of export subsi-
dies.

In conclusion, Great Plains Wheat strong-
ly believes that the United States cannot sit

"-APPENDix A-lVeat: Comparative Data on

idly by and watch while Important foreign
markets for U.S. wheat exports are being
lost to European Wheat sales as a result of
unfair trade practices. Every U.S. wheat sale
lost because of a subsidized European sale
has a direct impact not only on the U.S.
wheat farmer, but also on the entire nation
which so desperately needs Increased ex-
ports to improve the U.S. balance of trade
deficit.

The European Community in Its use Of
wheat export subsidies is exporting its own
problems at the expense of the U.S. and
other efficient wheat exporters. One trou-
blesome iaspect of export subsidies Is the
tendency for one subsidy to invite counter.
subsidies by other nations so as to protect
their own export markets, Great Plains
Wheat is supportive of official U.S, effortS
to obtain a meaningful subsidy code In the
current Multilateral Trade Negotiations,
that would eliminate the practice of export
subsidies. O.P.W. is also supportive and
serves as an advisor to the current efforts to
renegotiate the International Wheat Agree-
ment.

However, In Great Plains Wheat's Judg-
ment, no immediate relief can be expected
through the traditional GATT procedures
or from measures now likely to be formulat.
ed in the current Multilateral Trade Negoti-
ations, Section 301 of the Trade Act offers
the only Immediate means for the U.S, to
retaliate against the European Community's
wheat export subsidies.

This written brief and the accompanying
complaint clearly demonstrate that U.S.
farmers are dependent upon their wheat
export sales and that U.S. wheat sales are
being lost as a result of the European Com-
munity's export subsidies. Therefore, It is
imperative that the President act now, using
the powers granted to him by Section 301.

Supply-Disappcarancel Support Prices and
rvrj,'ptnn pr/ 1073.70

Production Exports Carryout Support
(m/mt) (m/mt) (m/mt)

Marketing year Price
Volume Percent Volume Percent Volume Percent (U.S /

bu)

1972-73
U.s. ....... .......... 42.0 12 30.8 44 16.2 27 0
B.C .......................... ............. . ...... . 41.5 12 6.0 8 5.8 9 "$3.56
World ............... . . 343.4 100 70.8 100 61,1 100

1973-74
U.S ......................... . . 46.6 13 33.1 46 9.3 13 "0

E.C ................................ .................... 41.4 11 5.2 7 7.3 10 6$3,0
W orld .......................................................... 372.2 100 72.6 100 70,3 100

1974-75
U.S .................... .. 48.5 14 28.0 41 11.8 10 $2.00
E.C .............................. 45.4 13 6.8 10 0.7 18 ',$4,15
World ......................... 357.1 100 68.1 100 03.6 100,....

1975-76
U.S ............................ 57.8 17 31.5 43 18.1 29 4$2.05
E.C.................... ........... . . . . 38.1 11 8.4 11 715 12 b $4.38
World ..... .... ...................... 350.0 100 73.7 100 61.4 100

1976-77
U S ............................................................. 58,3 - 14 25.7 37 30.3 31 '$2,20
E.C .................... 39.1 9 5.3 8 7.0 7 b $48
World ........... . . . . 415.1 100 69.9 100 96.6 100

1977-78
U.S .............................................................. 55.1 14 31.0 41 32.0 40 -$2.4
&C ............................................................... 38.5 10 5.5 7 7.0 0 '4 6.0
W orld ......................................... .......... 381.4 100 75.1 100 80,5 100 ...............,

1978-791
.U.S........... . . . . 48.7 12 31.0 41 29.1 30 '$3.40
E C ............................................................... 47.0 11 9.0 12 7.0 .9 b$5M 03
W orld ................................................... 412.4 100 4.9 100 801 100 ... .

U.S. target price
E.C. threshold price
USDA/PAS projections

Source: USDA/FAS Foreign Agriculturc Circular Grar.
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APPENDixLB

The E.C.'s Common Agricultural Policy as it
Relates to Wheat

- In order to understand the nature of the
.E.C. export subsidies, it is important to
review.the basic agricultural policies of the
Community. .
The European Economic Community was'

created by the Treaty of Rome on March
27, 1957. The E.C., originally composed of
six member countries, now unites the econo-
mies of nine nations: Belgium. Denmark,
Prance, Germany, Ireland, Italy, Luxem-
bourg, the Netherlands, and the United
Kingdom. By the early 1980s, the European

'Community could well be expanded to
twelve members including Spain, Portugal,
and Greece.

The Common Agricultural Policy (CAP)
forms a, fundamental piart of the European
Community. The basic outline of this
common system of farm support and protec-
tion was described in Title II of-the Treaty
of Rome.

Almost all significant agricultural prod-
ucts are 'now covered by a common market
organization-that is, a CAP. However, the
European Community's CAP for grains pro-
vides the best example of the operation of a
'common market organization in the agricul-
tural sector. The regulations covering a uni-
fied market for grains in the E.C. came into
effect on July 1, 1967.

The prices for the most important
grains-including wheat--are supported by
government purchasing of any amount of-
fered at a fixed support or at "Intervention
prices." The intervention price is somewhat
'below the "target" price, which may be de-
scribed as the desired wholesale price. The
threshold priceis equal to the target price,
which is set for the most, deficit grain area
at Duisburg, Germany, minus transport
costs from Rotterdam.

Imports are prevented from: selling at less
than the target -price because their prices
must meet the minimum report or "thresh-
old" price. To insure that grains do not
enter below the threshold price, the Com-
munity calculates each day a variable levy
equal to the difference between the thresh-
old price and the lowest CIP offer price for
grain. -adjusted for quality. This levy is
added to the CIF price; the current variable
import levy on wheat is approximately U.S.
$130 per metric ton.

The net effect of collecting this variable
import duty at the border is to use such rev-
.enues to defray in large part the currently
onerous levels of export subsidies for Euro-
pean wheat. Consequently U.S. wheat farm-
ers face the unpalatable situation of having
the E.C. Commission impose variable import
levies on E.C. imports of higher quality U.S.
wheaL In turn, the funds generated from
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the variable Import levy are then used to
subsidize exports of lower quality E.C.
wheat into traditional U.S. export markets.
Simply stated, these variable Import levies
are set at whatever levels necessary to pro-
tect E.C. domestic wheat from lower priced
mports and to cover the subsidies needed to

lower B.C. wheat export prices.
ISince E.C. support prices are set at ex-
ceedingly high levels and are protected from
competition by means of the variable
import levy, the export subsidy becomes es-
sential in order to remove surplus produc-
tion. These so-called export refunds or resti-
tutions (subsidies) mnke it possible for grain
to be exported from the Community to
third countries when world prices are below
E.C. prices, which Is the traditional pricing
pattern for E.C. wheat vis-a.vis U.S. and
other major suppliers.

The matter of explaining E.C. restitution
and reporting of such is not a simple
matter. There are actually two levels of sub-
sidies depending upon the area of the world
considered. One is a subsidy level published
in the E.C. Officlal Journal which could
change every week. No level change occurs
unless there are unusually large fluctu-
ations in the world grain market price level
or sharp fluctuations in exchange ratesof
major currencies. More Importantly, the
second subsidy level is set by weekly tenders
by exporters within the E.C. Under this
system, the E.C. Commission Invites bids
from private traders for export Wales of a
specified amount of the commodity.

In their bids, traders, among other things.
Indicate the lowest level of subsidy they are
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willing to accept In exporting a stated
amount of the commodity to certain speci-
fied countries or regions. The size of the
export subsidy Is usually in line" with the
level of the import levy. Its purpose is to
bridge the gap between the Internal E.C.
grain price and the external world price.
thus allowing E.C. grain to compete with
that from other sources. The amount of
subsidy is generally targeted for specific
destination countries or region.

The E.C.'s target, intervention, and
threshold prices as well subsidies are estab-
lished in a specially created standard of
value called a unit of account (ua-. The Eu-
ropean Community's ua. is the legal-but
physically nonexistent--currency for agri-
cultural products. The u.a. can be expressed
In terms of US. dollars: the current conver-
sion rate is U.S. $1.00=1.64 u.a.. which is ad-
justed daily because of the sharp fluctu-
ations in the dollar value vis-a-vis the major
European currencies.

Although "common" agricultural prices
are fixed in terms of the units of account of
the Community as a whole, farm prices vary
widely among t74e various member states. To
avoid "disruption" of the national markets
because of these Inevitable price differences.
the E.C. has established a system of "mone-
tary compensatory amounts" (MCA). These
MCAs can be applied as either export subsi-
dies/taxes or Import subsidies/taxes on
both intra-CommunIty and third-country
farm trade. It Is therefore possible for
export Zubsidies to vary, slightly among the
members.

PRICE SYSTEM- APPLICABLE FOR WHEAT
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SouncE: :OECD' Agricultural 'PTolicy Re-
ports, Agricultziral' P6licy of the European_
Economic Community.

GRAT PLAINS WHEAT INC..
Washington, D.C., December 18, 1978.

Ambassador ROBERT S. STRAUSS,
Special Representative for Trade Negotia-

tions, 1800 G Street, NW, Washington,
D.C. 20506.

DEAR MR. AMBASSADOR: I appreciate having
the opportunity of meeting with you last
Thursday, December 7, 1978, to review the
data, merits and purpose of our complaint
under Section 301 of the U.S. Trade Act of.
1974 about the trade disruptive practices of
the European Communities' use of export
subsidies for making wheat sales to third-
country markets. Subsequent to our meet-
Ing, I have commented in several public pre-
sentations on your commitment to give seri-
ous attention to our complaint and your
firm conviction about protecting the inter-
national trade interest of U.S. wheat farm-,
ers in the current international trade nego-
tiations.

Your representations about the use of
wheat export subsidies have produced a
degree.of temporary responsibility on the
part of the European Communities but tem-
porary responsibility only'in the case with
Brazil. Nevertheless, all Indications would
suggest that the European Communities
will resume the wheat export expansion
program to Brazil solely on the basis of pro-
viding wheat export subsidies sometime
early in 1979. In response-to the official Eu-
ropean 'Communities' statement that a spe-
cial wheat export subsidy arrangement
.would be established for* Central and South
America, Mr. Henri Guitton, the President
of the Brazilian Wheat Board, was reported
by the Reuters News Agency- to have com-
mented that ". .. Brazil wants to buy
French wheat again next year and that he
[Henri Guitton] believes the tender suspen-
sion would be lifted soon, possibly in Janu-
ary." One can genuinely understand the po-
sition of the Brazilian Government Wheat
purchasing official because of any buyer's
desire to purchase wheat at such extraordi-
narily low prices provided by export subsi-
dies by the European Communities.

In accordance with our mutual interest, I
am taking the liberty of, advising you of the
latest export offers and transactions of Eu-
ropean wheat since our December 7 meet-
ing. While the European Communities may
In fact be somewhat 'more responsible in the
blatant use of export subsidies for wheat as
grain in Brazil, export offers and sales-of
European wheat as grain, and particularly
sales of European wheat as flour, to other
destinations have been very aggressive and
significant.

Sizable quantities of U.S. and European
wheats were offered for export sale to Tuni-
sia this week for shipment during the Janu-
ary and February shipping position. Be-
cause of the sustained use of EEC wheat
export subsidies; the European wheat was
offered at prices reported at US$126.00 per
metric ton (or US$3.43 per bushel) landed at
Tunisian ports compared to prices reported
at US$1236.00 per metric 'ton (or US$3.70

NOTICES

per'bushel) FOB Gulf ports. It is almost Im-
possible to calculate the EEC wheat export
subsidies on these offers because U.S.
wheats were offered on an FOB basis and
the French wheats on a c & f basis. Never-
theless, the landed cost of U.S. wheat In Tu-
nisia'would be in the neighborhood -of
US$147.00 per metric ton (or approximately
US$4.00 per bushel), which would suggest
an EEC wheat export subsidy in the neigh-
borhood of about US$130.00 per metric ton
(or US$3.54 per bushel) in order to make
European wheat US$11.00 per metric ton
(or US$0.30 per bushel) cheaper than U.S.
wheat. Both the U.S. and European wheat
export offers were rejected in favor of the
accepted wheat export offers of 40,000 tons
of wheat from Turkey at prices as low as
US$125.00 per metric ton (or US$3.40 per
bushel) FOB Turkish ports.

European wheat flour is again being sold
to Sri Lanka with the assistance of an exces-
sive export subsidy. During the week, a total
of 120,000 tons of wheat (or 2,645,000 hun-
dredweights) were sold at a reported landed
price of US$194.44 c & f at ports In Sri
Lanka. In my letter of November 27, 1978,
to you; I reported that the EEC Wheat'
export subsidy would have to be around
US$185.00 per metric ton (or an equivalent
of US$5.65 per bushel) for such wheat flour
export sales to Sri Lanka. There is no
reason -to believe Chat the EEC wheat
export subsidy level has been reduced, al-
lowing for a total of 180,000 tons of Europe-
an flour to be sold to that country with the
assistance of export subsidies. A further
export sale of 150,000 tons of European
flour was reportedly sold to Egypt this
week, and at an un'confirmed but astound-
ingly low price of US$142.50 c & f Egyptian
ports .

Since the beginning of the European Com-
munities' agressive wheat export expansion
program, a total of 450,000 tons of Europe-
an flour have now been sold to Egypt. In ad-
dition to the egregious use of export subsi-
dies to make wheat flour sales to Sri Lanka
and Egypt, thege sales of heavily subsidized
European wheat flour are being made
during the final stages of the negotiations
for a P.L. 4.80 Agreement with Sri Lanka
and increasing the resolve of the Egyptian
authorities to reject U.S. wheat flour under

- the current. P.L. 480 Agreement in favor of
the much dheaper European wheat flour.

Although there is a reported "temporary
suspension" of the EEC wheat export subsi-
dies to Brazil, a total of 67,500 metric tons
of European wheat were offered against the
weekly Brazil wheat import tender on De-
cember 13. And, although these offers were
prices as low as US$130.95 to US$133.99 per
metric ton (or US$3.56 to US$3.65 per
bushel) FOB French ports for February/
March shipment, they were rejected by'the
Brazilian Wheat Board simply because of
the need to purchdse higher quality and
protein" in U.S. Hard Red Winter wheats.
The Brazilian Wheat Board purchased
104,000 tons of U.S. wheat at US$137. 11 to
US$138.11 per metric ton (or US$3.73 to
US$3.76 per bushel) FOB Gulf ports for
shipment during February to April. Ne-

verthless. a total of 67,500 tons of European
wheat Were offered at the Brazilian tender
this week, and at prices In a range of
US$130.95 to US$133.99 per metric ton (or
US$3.56 to US$3.65 per bushel) FOB French
ports for the same shipping months, Conse-
quently, the heavily subsidized European
wheats are still being offered to Brazil-and
at prices between US$4.12 to US$0.16 per
metric ton (or US$0.11 to US$0.17 per
bushel) lower than U.S. wheat export offers,
And consequently, the EEC wheat export
subsidy still remains at US$120.00 pet
metric ton (or US$3.27 per bushel) in order
for French European wheats to be offered
at such a dscount to U.S. wheat calcuated
on an FOB basis between French ports and
Gulf ports,

A further disturbing feature of the aggres.
sive wheat export expansion program of the
European Communities is the reaction from
other major wheat producing and exporting
countries. This concern Is best Illustrated by
the offers of Argentine wheat this week at
the Brazilian Wheat Board tender, all of
which were rejected. A total of about
275,000 tons of Argentine wheat were of-
fered for shipment during the February.
April period-and' at prices as low as
US$127.73 to US$133.50 per metric ton (or
US$3.48 to US$3.63 per bushel) FOB Argen-
tine ports. These Argentine offers, physical
holdings acquired and registered for export
prior to the Imposition of the Argentine
minimum export clearing price to Brazil.
were from US$0.49 to US$3.72 per metric
ton (or US$0.01to US$0.10 per bushel)
cheaper than the-heavily subsidized French
wheat. The EEC export subsidy for wheat Is
now producing the subsidy or price-dis.
counted competition for wheat export sales
from both Argentina and Turkey. I suspect
that such subsidy or price-discounted com-
petition will only be fiercer In the coming
months, particularly when the wheat boards
of both Australia and Canada begin to nego-
tiate seriously for export sales under the
mounting pressures of record wheat produc.
tion this year In both countries.

I appreciate having tlhe opportunity to
report to you periodically on the develop.
ment in the International market for wheat.
and appreciate the commitment from you
and Ambassafor Wolff to proceed with the
announcement of our complaint in the Flm-
ERAL REGISTER on December 22, 1978, for
public hearings February 15 and 16. 1978, in
Washington, D.C.

Sincerely.

MICIIAEL L. HALL,
President.

GREAT PLAINS WHEAT lINC.,
Washington, D.C., December 7, 1978,

Ambassador ROBERT S. STRAUSS,
Special Representative for Trade Negotia-

tions, 1800 G Street, NW., Washington,
D.C. 20506.

DEAR MR. AiBASSADOR: On November 2,
1978, 1 submitted to your office a complaint
under Section 301 of the U.S. Trade Act of
1974 about the trade disruptive practices of
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the European Communities' use of export
subsidies for making wheat sales to third-
country markets. This complaint requested
several immediate actions bythe U.S. Gov-
ernment under the authority of Section 301,
the most immediate of which was the re-
quest "... a public hearing under Section
301" (D)(2) of the U.S. Trade Act of 1974."

Notwithstanding my communications of
-November 14 and November 27 to you, both
of which reiterated my request for a public
hearing on this issue and which advised you
of even greater export sales of subsidized
European wheat to traditional U.S. foreign
markets, there has been no official com-
ment or reply from you or other officials of
the Office of the Special Representative For
Trade Negotiations.

Subsequent to my last communication of
November 27 to you, an additional 50.000
tons (1.8 million bushels) of French wheat
was sold to Brazil with an export subsidy in
the fneighborhood of US$120.00 per metric
ton (US$3.27 per bushel). Consequently,
well over 125,000 tons (or 4.6 million bush-
els) of U.S. wheat were rejected. The
French wheat was sold, at prices between
US$135.00 to US$136.00 per ton (or US$3.67
to US$3.70 per bushel) Lo.b. French ports
compared to the rejected U.S. wheat offers
at between US$142.64 to US$143.00
(US$3.88 to US$3.89 per bushel) Lo.b. Gulf
ports. With the assistance of the EEC wheat
export subsidy, French wheat was not .only
unfairly priced competitively with US.
wheat, in fact, French wheat was priced be-
tween US$7.64 to US$8.00 (or about US$0.21
to US$0.22 per bushel) cheaper than the
export offer of higher quality U.S. wheat
viz-a-vis the lower quality European wheat.

A further 58,000 tons (2.1 million bushels)
of French wheat were offered against the
Brazilian Wheat Board tender on December
3. 1978, all of which was rejected. Neverthe-
less, the French wheat was offered at
US$134.90 to US$139.95 per metric ton (or
about US$3.67 to US$3.81 per bushel) Lo.b.
French ports for shipment during the Janu-
ary-March 1979 period. The Brazilian
Wheat Board purchased 125,000 tons (or
about 4.6 million bushels) of U.S. Hard
Winter wheat at irices in the range of
US$141.49 to US$141.99 per metric ton (or
US$3.85 to US$3.86 per bushel) f.o.b. Gulf
ports for the January-March 1979 shipping
period. The Brazilian Wheat Board rejected
the French wheats simply because of the
pressing requirement to receive the higher
quality U.S. wheats for blending purposes
with both the much lower quality Brazilian
and French wheat, particularly because of
the heavy purchases of the subsidized
French wheats for the January.March 1979
period. The important feature of this trans-
action, however, is that the heavily subsi-
dized European wheats were still approxi-
mately US$2.05 to US$6.59 per metric.ton
(or US$0.06 to US$0.18 per bushel) cheaper
than the higher quality U.S. wheat.

There has been additional export sales of
European wheat to other destinations in
recent weeks, the most notable of which is
the sale yesterday of 202,500 metric tons (or
7.4 million bushels) to Morocco at an aver-
age price of about US$130.00 per metric ton
(or US$3.54 per bushel) Ld.b. French ports.
little, if any, U.S. wheats were offered, not-
withstanding the Moroccan request for U.S.
wheat, because of the obviously cheaper
price of French wheat with the assistance of
heavy wheat export subsidies and the more
favorable freight rate between French and

Moroccan ports vLz-a-vis Gulf ports. More-
over, there has been a significant quantity
of French wheat sold recently to Poland by
minor grain exporting firms In France and
other EEC countries, the data and details of
which are not yet know. Nevertheless, the
sales of French wheat to Poland are being
made solely because of the EEC export sub-
sidy of about US$120.00 per metric ton (or
US$3.27 per bushel) in order to bring the
higher domestic prices for EEC wheat down
to the level of wheat prices on the interna-
tional market.

In light of the sustained wheat expansion
program by the EEC Commission made only
possible by the use of inordinately high
wheat export subsidies to all destinations, It
is imperative that the Section 301 complaint
by Great Plains Wheat be immediately con-
sidered with a view toward an immediately
announcement the requested public hear-
ings on this issue. The data and information
prepared and submitted to your office in
four separate communications fully warrant
the attention of the appropriate officials In
the Office of the Special Trade Representa-
tive. The first step is to proceed with the
public hearings on the Injurious actions by
the European Communities In subsidizing
wheat exports to the displacement and dis-
ruption of U.S. wheat export sales to tradi.
tional U.S. markets.

Sincerely,

MICHAE L. HATT
President.

GREAT PLAINS WmAT I' C.,
Washington, D.C, November 27, 1978.

Ambassador RoBERT S. SrTauss.
Special Representative For Trade Aegotia-

lions, 1800 G Street NW.. Washington.
D.C 20506.

DErt MR. AxArss,vn: On November 3.
1978. I submitted to your office a complaint
under Section 301 of the US. Trade Act of
1974 about the use of EEC export subsidies
for making wheat sales to tlrd-country
markets. Subsequent to filing that Section
301 Complaint. I sent a telex on November
14, 1978, to you at the U.S. Mission to the
European Offices of the U.N. and Other In-
ternational Organizations in Geneva. Swit-
zerland, about the continuation of the EEC
use of export subsidies to disrupt and dis-
place U.S. wheat export sales to additional
third-country markets.

I would like for you to have the following
Information in order to keep you current on
the EEC subsidized wheat export program
and to keep current the Section 301 Com-
plaint by Great Plains Wheat submitted to
your office for Immediate consideration and
action.

1. An additional heavily susldized sale of
72,000 tons of European wheat to Brazil
with the assistance of an export subsidy of
about US$3.25 per bushel, displacing sizable
offers of U.S. wheat because the European
wheats were priced about US$0.33 per
bushel cheaper than U.S. wheat. A total of
237,000 tons of heavily subsidized European
wheat has now been sold to Brazil, a market
with which there is little or no history of
European wheat trading relations.

2. In a very surprisingly unfair pricing de-
velopment. 60,000 tons of European wheat
flour was sold to Sri Lanka with an export
subsidy as high as US$185.00 per ton (or an
equivalent of US$5.65 per bushel).

3. Commercial and trade contracts report
that EEC commission officials are tactily
encouraging a vigorous export sales pro-
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gram for European wheat, all of which sug-
gest that the commission fully plans to con-
tinue to provide whatever level of subsidy
necessary to make the very high priced Eu-
ropean wheats competitive with the price of
more efficient wheats produced in and ex-
ported from the major exporting countries.

I realize that you and your senior staff of-
ficials have been extremely busy during the
past several weeks with many agricultural
and Industrial trade Issues. While genuinely
appreciating your efficacious representation
on behalf of U.S. wheat farmers to Vice
President Finn Gundelach about the EEC
use of wheat export subsidies, I urge you to
consider our November 2, 1978. request for
". * * a public hearing under Section
301(d)(2) of the US. Trade Act of 1974"
Moreover, such a public hearing, the an-
nouncement of which to be held as soon as
possible should be Issued now, will serve
well both the US. Government and wheat
industry in placing into perspective the in-
jurious actions of the European Communi-
ties to American wheat farmers.

With best regards,
Sincerely.

PresdenL

Novsasz 14, 1978.
Ambassador Rosmrr S. STRAUss,
U.S. lission to the European Office of the

U.N. and Other International Organiza-
lions, Telex 22103 USH 10 CIT

Dmut M. Amssno= On November, 2
1978 I submitted to your office a complaint
under Section 301 of the U.S. Trade Act of
1974 about the use of EEC export subsidies
for making wheat sales to third country
markets. Subsequent to that date and at the
initiation of several EEC commission offi-
cials I met with severalcommisalon officials
on November 9. 1978 to discuss informally
the EEC wheat export subsidy practice, par-
ticularly at this crucial concluding period of
the GATT/MTN negotiations and the
UNCTAD trade wheat negotiations.

Subsequent to the filing of my Section 301
complaint, further. quantities of European
wheat have been sold to several third coun-
try markets-all to the displacement of US.
wheat export sales and to the disadvantage
of U.S. wheat, farmers, In your scheduled
discussions with EEC officials and In your
deliberations about concluding the current
trade negotiations and the wheat negotia-
tions, I would like for you to know the fol-
lowing information in addition to the data
presented In my Section 301 complaint of
November 2:

1. With the Assistance of an effective sub-
sidy of about US. DLR. 5.64. 11.750 tons of
EEC wheat flour was Just sold to Chile and
an additional 25.000 tons of EEC Wheat
flour are now being negotiated for sale to
Chile and with the assistance of an exces-
sively high export subsidy.

2. Just overnight there were additional
sales of EEC wheat to Brasil- 75,000 of Euro-
pean Wheat was sold for shipment during
January/March 1979 at FOB French ports
in the range of US DLR. 132.75 to US DLIL
133.96 P.M.T. All U.S. Wheat Export offers
against the Brazilian tender were rejected.
and the US. Wheats were offered at prices
between US. DLR. 143.00 to US. DLR.
144.00 per M.T. for shipment during Janu-
ary/March 1979.

3. A total of 165,000 tons of EEC wheat
has now been sold to Brazil with export sub-
sidies as high as US. DLR. 120.00 per M.T.
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In addition these EEC wheat sales hav.e
been made at prices about U.S. DLR. 10.00
per"_M..T. cheaper than comparable U.S.
wheat export offers.

I fully suspect that further sales of sizable
quantities of EEC wheat will be made in the
coming ,months at highly subsidized export
prices. Under thege eircumstances, it ap-
pears exceedingly inappropriate to continue
to negotiate with EEC officials about var-
ious Issues, particularly the Issues of export
subsidies and an international wheat agree-
ment. U.S. wheat farmers are wellaware of
the unfair wheat trading practices of the
EEC Commission, and are fully committed
to press vigorously ahead with the Section
301 complaint. In addition, any results of
the current GATT/VTN and the UNCTAD
Tradd Wheat Negotiations will be judged by
U.S. -wheat farmers against the current and
anticipated unfair wheat export subsidies
provided by the EEC commission to make
European wheats unfairly competitive, in

-various third country iarkets.

MICHAET. L. HALL,
Presiden4

Great Plains Wheat, Inc.

HiARINGS

1. The complainant has requested
that hearings be held on this matter.
Such hearings will be held on -Febru-
ary 15, 1979 and, if necessary, will con-
tinue on February 16, 1979. The Hear-
ings are to be held at the office of the
Special Representative for Trade Ne-
gotiations, 1800 G Street NW., Wash-
ington, D.C. Room 730, beginning at
10 a.m.2. Requests to present oral testimo-

ny and accompanying briefs ,must be
received on or-before February.9, 1979.
Written,'briefs from 'those persons -not
wishing to p3resent oral testimony
should be received in the Office of the
Special Representative for Trade 2Ne-
gotiations on or before the date of the.
hearing, in order to be considered by
the Section 301 Committee.

Interested persons are advised to,
refer to the regulations promulgated
by" the Office of the Special Repre-
sentative for Trade Negotiations cov-
ering procedures to be followed in all
Section 301 proceedings (15 CFR 2006
as amended by FEmERAL REGISTER
notice of Tuesday, October 18, 1977,
page 55611). Please note that all com-
munications to the Chairman of the
Section -301 Committee should be ad-
dressed to the Office of the Special
Representative 'for Trade Negotia-
tions, Room 715, 1800 G Street N.W.,
Washington, D.C. 20506,

(a) Submission of briefs requests to
present oral testimony. Requests for
oral testimony and submission of writ-
ing briefs should conform to the pro-
cedures set forth in'15 CFR 2006.6 and
2006.7 as amended.

(b) Rebuttal briefs. 'In order to
assure parties, an opportunity'to con-
test information provided. by other in-'
terested parties in the written briefs
and the oral testimony, rebuttal briefs"

may be filed by any party within 15
days after the transcript of the hear-
ing becomes available.

(c) Attendance at hearings. 'The
hearings Will be open to the public.

SHIRLEY A. CoFrn L,
Chairman, 301 Committee,

Office of the Special Repre-
sentative for Trade Negotia-
tions.

[FR Doc. 78-358347Filed 12-21-78; 8:45 am]

[7708-01-:MJ

PENSION BENEFIT .GUARANTY
CORPORATION-

. IMPROVING QUAITY OF REGULATIONS

Semiannual Agenda of Significant Regulatiorns
-Under Development

Unddr the President's Order on im-
proving government regulations (Ex-
ecutive Order 12044, 43 F.R. 12661
(March 24, 1978)), each Executive
Agency is required to publish semian-
nually an agenda of significant -egula-
tions under development or scheduled
to be reviewed by the' agency. The
Pension Benefit Guaranty Corpora-
tion ('TBGC") currently has under
-development a number of regulations,
nine of which have -been designated
"significant" by PBGC in accordance
with its Statement of Policy and Pro-
cedures implementing the Executive
Order (43 F.R. 58237 (December 13,
1978)). (For the reasons set forthin
the Statement of Policy and Proce-
dures, the PBGC has not as yet sched-
uled any of its existing regulations for
review.) In accordance with the Execu-
tive Order, this notice ,contains a brief
description of each significant regula-
tion and sets forth certain other back-
ground information pertinent to each.
Interested members of the public with
questions or comments concerning
these regulations are 'invited to write
or telephone the PBGC contact desig-
nated for 'each regulation. The
PBGC's mailing address is 2020 K St.,
N,.W.; Washington, D.C. 20006.

1. NOTIFICATION REQUIREMENTS Fon RE-
PORTABLE EVENTS AND ESTABLISMENT
OF NEW REPORTABLE EvENTs

DESCRIPTION. Section 4043(a) of the
Employee Retirement Income Secur-
ity Act of 1974 ("ERISA!') requires a
plan administrator to file a notice with
the PBGC within 30 days after he or
she knows or has reason to, know of
the occurrence of an event listed ,in
section 4043(b). Section 4043(b) sets
forth eight specific, events, the occur-
rence of which might indicate 'the
need to terminate a pension plan. In
addition, section 4043(b)(9) gives the'
PBGC authority to prescribe othcr
events which may be indicative of a
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need to terminate a pension plan and
-of which PBGC must be notified.

On November 16, 1077, the PBGC
published -for comment a proposed
rule (42 P.R. 59285) setting forth the
reporting requirements under section
4Q43, including when those require-
ments will be waived, and establishing
new reportable events under section
4043(b)(9). (Correction published on
December 1, 1977 at 42 F.R. 61051.)
Comments from the public were re-
ceived and reviewed by PBGC staff,
and the PBGC Is currently drafting
the final regulation. It is anticipated
that the final regulation will be very
similar to the proposal, although the
information requirements for the noti-
fication of a reportable event will be
reduced.

NEED. This regulation is needed so that
plan administrators will know when
they must notify the PBGC of the oc-
curxence of a reportable event and
what documentation must be submit-
ted with the notice. In addition, the
PBGC's expqrlence over the past four
years suggests that there are events
other than those specifically listed In
section 4043(b) which may Indicate
the need to terminate a plan, and thus
the effective administration of Title
IV of ERISA requires that these
events be promulgated as additional
reportable events.
LEGAL BASIS. ERISA sections
4002(b)(3), 4043 and 40651 29 U.S.C.
1302(b)(3), 1343 and 1365.
REGULATORY ANALYSIS. Not required.
AGENcY CoNTACT. Mr. David Weingar-
ten, Attorney, Office of the General
Counsel, 202-254-3010.

2. PRoPosED RULES FOR DTERMIuNO
AND COLLECTING EMPLOYER LIABILITY

DESCRIPTION. Under section 4002 of
ERISA, a single employer who main-
tains a pension plan covered by Title
IV that terminates without sufficient
assets to pay all benefits guaranteed
by PBGC Is liable to the PBGC fo'
the lesser of the plan asset insfficien-
cy or 30% of the employer's net worth.
Net worth is to be determined on
whatever basis PBGC believes best re-
flects an employer's operations and,
prospects at the time of the determi-
nation. Furthermore, the PBGC is au-
thorized under section 4067 of ERISA
to arrange for deferred payment of
employer liability on whatever terms
it'deems appropriate and equitable.
. -The PBGC is currently developing a
proposed rule dealing with these issues
that will be published for public com-
ment. The regulation will, among
other things: define net worth; set
forth the principal measures of fair
market value; set forth the data re-
quirements for substantiating fair
market value; establish the date used

22, 1978
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in a net worth determination; and set
forth the guidelines PBGC will follow
in granting deferred payment terms.

NEED. This regulation is needed in
order to advise employers who main-
tain pension plans how the PBGC will
compute their net worth, and ulti-
mately their liability under section
4062, in the event of plan termination.
It is also needed so that employers will
be aware of the circumstances under
which the PBGC will allow deferred
payment of their liability and the gen-
eral terms of deferred payment.

LEGAL BASIS. ERISA SECTIONS
4002(B)(3), 4062, AND 4067; 29 U.S.C.

1302(B)(3), 1362 ANI 1367.
REGULATORY ANALYSIS. Not required.
PBGC CONTACT. Mr. Seth Tievsky, Attor-
ney, Office of the General Counsel,
202-254-3010.

3. PROPOSED RULES FOR ESTABLISHING
PROSPECTIVE INTEREST RATES FOR
VALUING PLAN BENEFITS (PROPOSED
AMENDaMT TO INTERIM REGULATION
ON VALUING PLAN BENEFIS)

DESCRIPTION. Upon plan termination, it
is necessary to value plan assets and
benefits in order to determine whether
the plan has sufficient assets to pay
guaranteed benefits. Under the
PBGC's proposed rule for determining
plan sufficiency (41 FR 48504 (Novem-

-ber 3, 1976)), the plan administrator
must advise the PBGC at the time he
files a notice of intent to terminate
the plan whether or not he will at-
tempt to show thE.t the plan is suffi-
cient. Thus, the plan administrator
must be able to compute the plan
assets and liabilities at that time.I

In addition, under the proposed rule
for determining plan sufficiency, a
plan sponsor may choose to ensure
plan ufficiency by making an irrevo-
cable commitment prior to the date of
plan termination to pay into the plan
the amount needed to make the plan
sufficient. Before deciding whether to
make such a commitment, a plan spon-
sor would want to know with as much
accuracy as possible the amount of the
plan underfunding; and this, of course,
would require a valuation of plan
-assets and benefits.

Under the PBGC's Interim Regula-o
tion on Valuing Plan Benefits (29
CFR, Part 2610), the interest rates to
be used in the valuation have been
published on a quarterly basis by the
PBGC. These rates have been derived
from insurance industry price data,
and because this data is collected
quarterly and received by the PBGC
after thee beginning of the quarter to
which the interest rates apply, the

'Under the PBGC's Valuation of Plan
Assets regulation. 29 CFR, Part 2611, it is
already possible to value plan assets prior to
plan termination.

NOTICES

rates have always been published after
the period of time for wlich they are
to be used.

The PBGC is currently developing a
method of establishing interest rates
on a prospective basis. This will enable
PBGC to publish Its rates prior to the
period of time for which they are to be
in effect. PBGC plans to issue a pro-
posed amendment to the Valuation of
Plan Benefits regulation describing
the process it will use to determine
prospective interest rates, and then to
amend the regulation periodically (but
generally not more frequently than
monthly) to establish the rates for
future periods of time. This system
will enable interested persons to know
the interest rates for valuing benefits
and thus to perform the valuation
prior to the date or plan termination.

N Eb. The vast majority of plan termi-
nations processed by PBGC Involve
sufficient plans. The PBGC expects
that the new procedures In its regula-
tion on determining plan sufficiency
will simplify and speed up the han-
dling of these cases. However, these
procedures are dependent on a plan
administrator (and, when applicable, a
plan sponsor) being able to value plan
assets and liabilities before the date of
plan termination. This regulation,
which will enable PBGC to issue inter-
est rates before the period of time for
which they are applicable, is needed so
that plan benefits can be valued pro-
spectively.

LEGAL BASIS. ERISA sections
4002(b)(3), 4044 and 4062(b)(1)(A); 29
U.S.C. 1302(b)(3), 1344, and
1362(b)(1)(A).
REGULATORY ANALYsrs. Not required.

PBGC CONTACT. Ms. Judith Goldstein,
Deputy Assistant General Counsel,
Office of the General Counsel, 202-
254-4895.

4. PROPOSED RULES GOVERNING THE
REVERsION OF EXCESS PLAz ASSETS

DESCRIPTION. Numerous questions have
arisen concerning the proper distribu-
tion of excess plan assets remaining
after the satisfaction of all plan liabil-
ities to participants and beneficiaries
upon plan termination. Section
4044(d) of ERISA provides an excep-
tion to the general rule contained in
section 403 that plan assets shall never
inure to the benefit of the employer.
Specifically, section 4044(d)(1) pro-
vides that any residual plan assets
may be distributed to the employer If
1) all plan benefits have been paid, 2)
the plan provides for such a distribu-
tion, and 3) the distribution is not oth-
erwise unlawful. However, any residu-
al assets attributable to employee con-
tributions must be distributed to plan
participants or beneficiaries (section
4044(d)(2)).
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One of the major problems in apply-
ing section 4044(d) is determining
when a plan."provides for" the distri-
bution of excess assets to the employ-
er. Therefore, the PBGC will issue a
proposed regulation setting forth rules
for applying this requirement (and the
other two requirementsY. In addition,
the regulation will address the issues
that arise under a contributory plan,
such as determining what portion of
excess assets are attributable to em-
ployee contributions and to which em-
ployees and in what manner such
assets should be distributed.
NEED. This regulation is needed in
order to help resolve disputes among
employers, participants and plan ad-
ministrators over the correct distnbu-
tion of residual plan assets.
LEGAL BASIS. ERISA sections 4002(b)(3)
and 4044(d); 29 U.S.C. 1302(b)(3) and
1344(d).
REGULATORY ANALYSIS. Not required.

PBGC CoNTACT. Mr. Steven Schreiber,
Attorney. Office of the General Coun-
sel, 202-254-3010.

5. PnorosED RULEs oN THE ALLOCATION
OF EmPOYER LIABILITY AMONG EX-
PLOYERS IN A MULTIPLE EMLOYER OR
MULTIEMPLOYER PLAN.

DESCIPTION. Section 4064 of ERISA
contains the employer liability provi-
sions applicable in cases Involving the
termination of a plan maintained by
more thair one employer. This section
imposes liability on each employer
who maintains the plan at the time
the plan terminates and each employ-
er who contributed to the plan within
the five years preceding the date of
termination. The general rule is that
each employer's liability is a pro rata
share of the total plan insufficiency
determined according to each employ-
er's required rate of contributions
during the five years preceding plan
termination. In a declining industry,
this method of allocating employer lia-
bilty may create a hardship for the
employer who remains in the plan
until the date of termination.

However. section 4064 also gives
PBGC the authority to determine the
liability of each employer "on any
other equitable basis prescribed by the
[PBGC] in regulations." Accordingly,
the PBGC plans to promulgate regula-
tion which will set forth an alternate
method for allocating employer liabili-
ty under section 4064 and will also
contain criteria for using this alter-
nate allocation rather than the alloca-
tion prescribed in section 4064.
NE. Cases have arisen where the im-
position of employer liability in ac-
cordance with the formula contained
in section 4064 appears to produce an
unjustifiable hardship for certain em-
ployers. However, in order to alloc" te
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liability in some otheF fashion under PBGC CONTACT. Mr. Mark Blank, At-,
section 4064, that alternate method of torney, Office of the General Counsel,
allocation must, pursuant to section 202-254-3010.
4064, be promulgated as a iegulation . U7. RULES FOR DETERmiNiNG PIAN SVFFI-"
LEGAL BASIS. ERISA section 4002()(3) CIENCY AND FOR TERAIINATING SUFFI-'
and 4064(b); 29 U.S.C. 1302(b)(3) and erENT PLANS1364(b). 3 b)DESCRIPTION. Under section 4041(b) of
REGULATORY ANALYSIS. Not required. ERISA, the PBGC must determine
PBGC CONTACT. Mr. David Welngarten, whether the' assets of a terminating
Attorney, Office of the General Coiin- plan are sufficient to pay all guaran-
sel, 202-254-3010. teed benefits provided under the plan.

If they are, the plan administrator is
6. PROPOSED RULES FOR MULTIEM- so notified and may then proceed with

PLOYER MERGERS, SPINOFFS AND the plan -termination "in a manner
TRANSFERS OF ASSETS OR LIABILITIES consistent with" Subtitle C of Title IV
UNDER SECTION 208'OFERISA of ERISA (section 4041(a)). However,

DESCRIPTION. Section 208 of ERISA the statute does not specify how plan
and section 414(1) of the International sufficiency is to be determined or how
Revenue Code (the "'Code") -provide the affairs of a sufficient plan are to
that a pension plan may, not merge or be wound up.
consolidate 'with, or transfer its assets Therefore, on November 3, 1976, the
or liabilities to, another plan unless PBGC published '(41 FR 48504) a pro-
plan participants would, in the event posed regulatibn on the "Determina-of plan' termination immediately after tion of Plan Sufficiency and Termina-

tion of Sufficient Plans." This regula-the merger, consolidation or transfer, tion involves a number of important
receive a benefit equal to or greater policy issues and also entails other
than the benefit they would have re- regulatory changes (see item #3 of this
ceived had the plan terminated -just Notice) needed to implement the pro-
prior to the merger, consolidation or cedures set forth in the proposal. The
transfer. In addition, these sections PBGC is now preparing to issue the
provide that this rule will apply-in the regulation in final form, 'and it will be
case of multiemployer plans only -to similar in substance to the proposal.
the extent determined by PBGC.

PBGC recognizes that if the rule of, NEED. Currently the processing of suf-
sections 208 and 414(1) were made ficient plan terminations (which great-
fully applicable to multiemployer plan ly exceed the number of Insufficient
mergers, spinoffs and transfers, such- plari terminations) takes a consider-
transactions would become administra- able length of time, in part, because of
tively difficult, very expensive, and in uncertainty in some cases as to wheth-
some situations impossible. On the er or not a plan is sufficient, and in
other hand, PBGC recognizes that part, because of the lack of well-de-
there is a need for some protection of fined procedures for winding up the
the benefits of multiemployer plan affairs of termination sufficient plans.
participants in these situations. Also,. This regulation will substantially re-
if plan mergers, spinoffs and transfers solve both problems, and thus should
of assets or liabilities werenot regulat- reduce significantly the time needed
ed in any way, there would be a sig- to process the termination of a 'suffi-
nificant opportunity for abuse of the cient plan.
plan termination insurance program. LEGAL BASIS. ERISA. sections
Accordingly, P BGC is currently devel- 4002(b)(3), 4041 and 4044; 29 U.S.C.
oping a regulation that will limit the 1302(b)(3), 1341 and 1344.
application of sections 208 and 414(1) REGULATORY ANALYSIS.Not required.
in the multiemployer plan context so E
as not to unduly impede multiem- PBGC coNTACT. Ms. Judith R. Gold-
ployer plan mergers, spinoffs and stein, Deputy Assistant General Coun-
transfers, while at the same time pro- sel, Office of the General Counsel,
tecting the benefits of plan partici- 202-254-4895.
pants and preventing abuses of the
termination insurance program. 8. PROPOSED RULES FOR VALUING AND

-ALLOCATING GROUP INSURANCE CON-
NEED. This regulation is needed to pro- TRACTS (AmENDDIENTS- TO = ALLOCA-
vide guidance to iultiemployer plans TION OF ASSETS AND VALUATION OF
that are considering mergers, spinoffs - PLAN ASSETS REGULATIONS)
or transfers of assets or liabilities as to
the extent to which ERISA section -DESCRIPTION. Upon termination of a
208 and Code section 414(1) will apply pension plan covered under Title IV of
to them. ERISA its assets must be valued and
LEGAL BASIS . ERISA sections 208, allocated in accordance with section4LE2GAL() BAIS E ; 29eU.i.n. 058, 4044 of ERISA, in order to determine4002(b)(3) and 4044; 29 U.S.C. 1058. whether the plan-is sufficient. Because

b a of the unique nature of insurance con-
REGULATORY ANALYSIS. Not required. tracts, their value cannot properly be

measured In terms of fair market
value, the way other assets are valued.
(29 CFR, Part 2611, Valuation of Plan
Assets.) Accordingly, on April 18, 1977,
the PBOC published (42 Fed. Reg.
20158) a proposed regulation setting
forth the rules for valuing Insurance
contracts as plan assets. At the same
time, PBGC published (42 Fed. Reg.
20156) proposed amendments to its Al-
location of Assets regulation (29 CFR,
Part 2608) needed to accomodate the
new valuation rules for Insurance con-
tracts.

Comments on these proposals have
been received ahd analyzed by the
PBGC, and the PBGC is currently
preparing to finalize portions of the
proposals and to issue a new proposal
dealing with the remainder. Specifical-
ly, the PBGC plans to issue a final
rule amending Its Valuation of Plan
Assets, and Allocation of Assets regu-
lations to include the major protion of
the rules needed for valuing insurance
contracts and allocating the assets of
plans with such contracts. These rules
are expected to be similar to the pro-
posed . rules, with certain minor
changes in response to public com-
ment. In addition, amendments to the
two regulations will again be Issued In
proposed form and will cover the
treatment of contracts containing par-
ticipation rights and other features of
insurance contracts that cannot be al.
located in accordance with the current
regulation.

NEED. These amendments are needed
in order to enable plan 'administrators
to value and allocate correctly insur-
ance contracts held as plan assets,
LEGAL BASIS. ERISA sections
4002(b)(3), 4041, 4044, and
4062(b)(1)(B); 29 U.S.C. 1302(b)(3),
1341, 1344, and 1362(b)(1)(B).
REGULATORY ANALYSIS. Not required.

PBGC CONTACT. Ms. Judith F. Mazo, Spe-
cial Counsel, Office of the General
Counsel, 202-254-4868.

9. PROPOSED RULES FOR DIsTINGUIfSH-
ING BETWEEN A SINGLE PLAN AND AN
AGGREGATE OF SINGLE PLANS

DESCRIPTION. The PBGC's guarantee of
pension benefits only becomes opera-
tive upon the termination of a pension
plan (section 4022(a) of ERISA). The
Withdrawal of an employer from a
plan to which more than one employer
contributes does not give rise to the
PBGC's guarantee of benefits, al-
though it may result in employer lia-
bility under section 4063 of ERISA, In
a plan to which more than one em-
ployer contributes; the question of
whether a cessation of contributions
by an employer results in a plan termi-
nation or merely an employer with-
drawal turns on whether the plan is
actually an aggregate of single plans
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rather than one plan. This determina-
tion is not always an easy one to make.
-The existence of one or several plan
documents, the existence of different
benefit structures applicable to differ-
ent participant groups, the nature of
plan accounting, the existence of re-
strictions on a plan's obligations to
participants upon the cessation of con-
tributions, by their employer, and past
plan practice are some of the factors
that must be considered in distinguish-
ing between a single plan and an ag-
gregate of plans. PBGC has by now
dealt with a number of cases involving
this' issue and has therefore developed
a good deal of experience in assessing
the factors relevant to this determina-
tion. Based on this experience and in
recognition of the mulitplicity of fac-
tors potentially involved in this deter-
mination, the PBGC plans to issue for
public comment a proposed rule set-
tug forth the criteria to be applied, in
distinguishing between a single plan
and an aggregate of plans.
zTEsn. The regulation is needed so that
employers, plan- participants and plan
administratorS will be able to deter-
mine when a cessation of contribu-
tions by an employer results in an in-
surable event and when it does not.
LEGAL BASIS. ERISA sections
4002(b)(3), 4022(a), 4063 and 4064; 29
U.S.C. 1302(b)(3), 1322(a), 1363 and
1364.
REGULAORY ANALYSIS. Not required.
PBGC CONTACT. Mr. David Levin, Attor-
ney, Office of the General Counsel,
202-254-4895.

Issued in Washington, D.C. this 18th
'day of December, 1978.

MAITEEW M_ LIND,
Executive-Director, Pension

Benefit GuarantrCorporation
[FR Doc. 78-35527 Filed 12-21-78; 8:45 aml

[8025-01-M]
SMALL BUSINESS ADMINISTRATION

[Proposed Ticense No. 06/06-0210]

SOUTHWEST FINANCIAL CORP.

Application-for a License To Operate as a
Small-Business Investment Company

Notice is hereby given that'an appli-
,cation has been filed with the .Small
Business Administration (SBA) pursu-
ant to § 107.102 of the regulations gov-
erning small business investment com-
panies (13 CFR 107.102 (1978)), under
the name of Southwest Financial Cor-
poration, Suite 404, 400 Pile Place,
Clovis, New Mexico 88101, for a license
to operate-as a small business compa-
ny (SBIC) under the provisions of the
Small -Business Investment Act of

1958, as amended (the Act) (15 U.S.C.
661 et seq.), and the rules and regula-
tions promulgated thereunder.

The proposed officers, directors and
shareholders are as follows:

William T. BattIn, 1404 Piedmont, Clovis,
New Mexico 88101. President, Treasurer.
Director. 33.33% shareholder.

Gabriel E. Parson, RL IT, Clovis, New
Mexico 88101. Vice President, Secretary.
Director, 33.33% shareholder.

James B. Moss, 3201 Axtell. Clovis. New
Mexico 88101, Vice President, Director,
33.33% shareholder.

There are two classes of stock au-
thorized: (1) One million shares of
common stock, par value $1 per share;
and, (2) 10,000 shares of preferred
stock, par value $100 per share. Each
of the original shareholders Intends to
purchase 101,000 shares of the
common stock at par, with the result-
ing initial private capital of $303,000.
It is represented that said private capl-

.tal will be increased to at least
$500,000 within one year from the
date of licensing.

The Applicant Licensee will empha-
size, as much as Is practicable equity
investments with no particular concen-
tration in any one industry.

Matters involved In SBA's considera-
tion of the application include the
general business reputation and char-
acter of shareholders and manage-
-ment, and the probability of successful
operation of the new company in ac-
cordance with the Act and Regula-
tions.

Notice is further given that any
person may, not later than January 8,
1979, submit to SBA, In writing, com-
ments on the proposed licensing of
this company. Any such communica-
tions should be addressed to: Associate

'Administrator for Finance and Invest-
ment, Small Business Administration.
1441 "W Street, NW., Washington,
D.C. 20416.

A copy of this notice shall be pub-
lished by the Applicant in a newspaper
of general circulation In Clovis, New
Mexico.

(Catalog of Federal Domestic Assistance
Program No. 59.011, Small Business Invest-
ment Companies)

Dated: December 15,1978.

Prra F McNEISI,
DeputyAssoiate

AdininistratorfornvestmenL
[FR Doe. 78-35579 Filed 12-21-78:8:45 am]

[4710-02-M]
DEPARTMENT OF TATE

Agency for International Development

BOARD FOR INTERNATIONAL FOOD AND
AGRICULTURAL DEVELOPMENT

Meeting

Pursuant to Executive Order 11769
and the provisions of Section 10(a),
(2), Pub. L. 92-463, Federal Advisory
Committee Act, notice is hereby given
of the twenty-fifth meeting of the
Board for International Food and Ag-
ricultural Development (BIFAD) on
January 17, 1979.

The purpose of this meeting is to:
Receive and discuss the progress re-
ports of the Joint Research Commit-
tee (JRC) and the Joint Committee
for Agricultural Development (JCAD);
discuss approval of amended JRC
Guidelines and Evaluation Process;
discuss baseline study recommenda-
tions and first cut on the returns of
the Strengthening Grants; discuss
five-year budget projections; discus.
changes in the Collaborative Research
Support Program (CRSP) guidelines
to assure federal agency participation;
discuss Overseas Private Investment
Corporation (OPIC) and the Food and
Agricultural Organization briefings;
and to hear various other reports and
activities.

The meeting will begin at 10:00 am.,
adjourn at 4:00 p.m.. and vl be held.
in Room 1107. State Department
Building, 22nd and C Streets, NW,
Washington, D.C. The meeting is open
to the public. Any interested person
may attend, may file written state-
ments with the Board before or after
the meeting, or may present oral state-
ments in accordance with procedures
established by the Board, and to the
extent the time available for the meet-
ing permits. An escort from the "C"
Street Information Desk (Diplomatic
Entrance) will conduct you to the
meeting room.

Dr. Erven J. Long, Director. Office
of Title XII Coordination and Univer-
sity Relations. Development, Support
Bureau. A.ID., Is designated as AID.
Advisory Committee Representative at
the meeting. It is suggested that those
desiring further information write to
him in care of the Agency for Interna-
tional Development, State Depart-
ment. Washington, D.C. 20523. or tele-
phone him at (703) 235-2243.

Dated: December 19, 1978.
ERvx J. LNG,

A.LD. Advisory Committee Rep-
resentative, Boarc for Interna-
tional Food and Agricultural
Development

[FR Doc. 78-3564 1fIled 12-21-78; 8:45 am]
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[4710-02-M]

JOINT, RESEARCH COMMITTEE- OF THE BOARD
FOR INTERNATIONAL FOODA0D AGRICUL-
TURAL DEVELOPMENT

Meeting

-Pursuant to Executive Order 11769
and the provisions of Section 10(a), (2)
Pub. L. 92-463, Federal Advisory Com-
mittee Act, notice is /hereby given of
the nineteenth meeting: of the Joint
Research Committee of the Board for
-International Food and Agricultural
Development on Jahuary 9 and 10,
1979.

The purpose of the meeting is to:
review- proposed amendments to the
Guidelines of the Joint-Research Com-
mittee concerning procedures for plan-
ning and 'implementing collaborative
research 'support programs (CRSPs)
with Title XII universities; review
progress of CRSPs being planned and
implemented; and to discuss long-term
research programs for, overcoming
c6nstraints to increasing production
,and improving cornsurhption of food in
developing countries.

The meeting will convene at' 9:00
-a.m. and adjourn at 5:00 p.m. on Janu-
ary 9 and 10, 1979. The meeting will be
held in the Dynasty Room of the Holi-
day Inn, 1850 N. Ft. Myer Dflve, Ar-
lington, Virginia, 22209. The meeting
is open to the public. Any.interested
person may attend, may file written
statements with the Committee before
or after -the meeting, or may -present
oral statements-in accordance - with
procedures established by, .the Com-
mittee, and to the extent the time
available for the meeting permits.-

Dr. Erven J. Long, Office of, Tjtle
XII Coordination and University Rela-
tions, Development Support Bureau, is

- designated A.I.D. Advisory Committee
Representative at the meeting. It is
suggested that those 'desiring further
information write to him in-care of the
Agency for International Develop-
ment,. State Department, Washington,
D.C. 20523, or telephone him at 703-
235-2243.

Dated: December 19, 1978. " -

PRvEN J. LONG,
A.LD. Advisory Committee Rep-

resentative, Joint Research
Committee, Board for Interna-
tional Food and Agricultural
Development.

[FR Doe. 78-35644 Filed 12-21-78; 8:45 am]

NOTICES

[4710-.02-M]

JOINT COMMITTEE FOR- AGRICULTURAL DE-
VELOPMENT OF THE BOARD FOR INTERNA-
TIONAL FOOD AND AGRICULTURAL DEVEL-
OPMENT

Meeting

Pursuant to Executive Order 11769
and the provisions of Section 10(a),
(2), Pub. L. 92-463, Federal Advisory
Committee Act, notice is hereby given
of the meeting of the Joint Committee
on Agricultural Development (JCAD)
of the Board for International Food

.and Agricultural Development
(BIFAD) on January 8 and 9, 1979.

The purpose of the meeting Is to:
discuss alternatives for the organiza-
tion -of the JCAD agenda; discuss
plans for participation in the review of
Country Development Strategy State-
ments (CDSS); report on the Universi-
ty' Strengthening program; discuss
-progress report on the status of base-
line studies; discuss plans for Title XII
visits to missions; and consider other
business lirought before the Commit-
tee.

The meeting 6n January 8, 1979, will
convene in Regional Work Groups
(RWGs): Africa- RWG at 9:30 a.m. in
Room 2941, New State Department
Bldg.; Asia RWG at 9:30 a.m. in Room
609 Rosslyn Plaza Bldg., 1601 North
Kent Street, Rosslyn, Virginia, Near
East RWG at 9:30 a.m. in Room 6484,
New State' Department Bldg.; and
Latin America RWG at 9:30 a.m. in
Room' 2242 New State Department
Bldg. The meeting on January 9, 1979,
1979, -will convene -from 9:00 a.m. to
5:00 p.m. in thd Arlington Room of the
Quality Inn, Pentagon City, 300 Army-
Navy Drive, Arlington, Virginia, 22202.
The meeting is open to the public. Any
interested person may attend, may file
written statements with the Commit-
tee before or after the meeting, or
may- present oral statements in accord-
ance with' procedures established by
the Committee, and to the extent the
time available for the meeting permits.

Dr. Carl E. Ferguson, Office of Title
XII Coordination, Development Sup-
port Bureau, is designated A.I.D. Advi-
sory Committee Representative at the
meeting. It is suggested that those de-
siring further information write to
him in care of the Agency for Interna-
tional Development, State Depart-
ment, Washington, D.C. 20523, or tele-
phone him at 703-235-9054.

Dated: December-19, 1978.

ERvEN J. LONG,
A.LD. Advisory Committee Rep-

resentative, Joint Committee
on Agricultural Development,
Board for International Food

".and Agricultural Development.
[FR Doe. 78-35645 Filed 12-21-78: 8:45 am]

[4710-09-M]
Office of the Seceretary

[Public Notice 643]

BUREAU OF OCEANS AND INTERNATIONAL
ENVIRONMENTAL AND SCIENTIFIC AFFAIRS

Availability of Draft Environmental Impact
Statement on Narcotics Control In Mexico

Pursuant to Section 102(2)(c) of the
National Environmental Policy Act of
1969, the U.S. Department of State
has prepared a Draft Environmental
Impact Statement, on Narcotics Con.
trol in Mexico, dated December 22,
1978. The Draft EIS considers the enl
vironmental effects in the United
States of the joint United States Gov-
ernment-Government of Mexico pro-
gram to control the production and
trafficking of illicit narcotics in
Mexico. -

Copies of the Draft EIS may be ob-
tained by writing to William H. Mans-
field, Office of Environmental Affairs,
Department of State, Room 7820,
Washington, D.C. 20520. Written com-
ments on the draft EIS should be sub-
mitted to Mr. Mansfield no later than
February 8, 1979.

The Department has also prepared
an Analysis of Narcotics Control in
Mexico which discusses the environ-
mental effects in Mexico associated
with the joint narcotics control pro-
gram. Copies of this document may be
obtained at the address given above.

For the Secretary of State.
WILIAM ALSTON HAYmE,

Deputy Assistant Sccretary
for Environmental Affairs.

DECEMBER 19, 1978.
[FR Doc. 78-35882 Filed 12-21-78 10:25 am]

[7035-01-M]

- INTERSTATE COMMERCE
COMMISSION

(Notice No. 7641

ASSIGNMENT OF HEARINGS

DECEMBER 10, 1978.
Cases assigned for hearing, post-

ponement, cancellation or oral argu-
ment appear below and will be pub-
lished\only once. This list contains
prospective assignments only and does
not include cases previously assigned
hearing dates. The hearings will be on
the issues as presently reflected in the
Official Docket of the Commission. An
attempt will be made to publish no-
tices of cancellation of hearings as
promptly as possible, but interested
parties should take appropriate steps
to insure-that they are notified of can-
cellation or postponements of hearings
in which they are Interested.
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No. MC 51146 (Sub-No. 611F),
Schneider Transport, Inc., now being
assigned for hearing on January 25,
1979, (1 day), in room No. 204A, Ever-
ett McKinley Dirksen Bldg., 219 South
Dearborn St., Chicago, Illinois.

No. MC 115841 (Sub-No. 630F), Colo-
nial Refrigerated Transportation, Inc..
now assigned for hearing on January
9, 1979 at Columbus, Ohio and will be
held in Room 235, Federal Building.

No. MC 112595 (Sub-No. 78F), Ford
Brothers, Inc., now assigned for hear-
ing on January 10, 1979, at Columbus,
Ohio and will be held in Room 235,
Federal Building.

No. MC 117786 (Sub No. 10F), Riley
Whittle, Inc., now assigned for hearing
on January 11, 1979, at Columbus,
Ohio and will be held in Room 235,
Federal Building.

No. MC 128273 (Sub-No. 297), Mid-
western Distribution, Inc., now as-
signed for hearing" on January 12,
1979, at Columbus, Ohio and will be
held in Room 235, Federal Building.

No.. MC 117416 (Sub-No, 58FX
Newman And Pemberton Corporation,
now assigned for hearing on January
15, 1979, at Columbus,. Ohio and will
be held in Room 235, Federal Building.

No. MC. 123069, Aller & Sharp, Inc..
now assigned for -hearing on. January
17. 1979, at Columbus, Ohio and will
be held inRoom 235, Federal Building,

No. MC 140452 (Sub-No. 10F), Rose
t.Brothers Trucking, Inc.. now assigned
for hearing on. January, 22. 1979, at
Louisville, Kentucky, and will be held
in Room 635, Post Office Building.

No. MC 114632 (Sub-No. 161F),
Apple Lines, Inc., hearing now as-,
signed April 23, 1979 in St. Paul, Min-
nesota (5) days, hearing room to be
later designated.

No. MC 133937 (Sub-No. 25F), Caro-
lina Cartage Company, Inc., now as-
signed for hearing on January 23,
1979, at Atlanta, Georgia and will be
held in Room 305.

H. G. Ho=, Jr.,
Secretary.

[FR. Doc. 78-35678 Filed 12-21-78; 8:45 am]

[7035-01-M]

[Notice No. 7631

ASSIGNMENT OF HEARINGS

DEELTBER 19, 1978.
Cases assigned for hearing, post-

ponement, -cancellation or oral argu-
ment appear below and will be pub-
lished only once. This list contains
prospective assignments only and does
not include cases previously assigned
hearing dates. The hearings will be on
the issues as presently reflected in the
.Official Docket of the Commission. An
attempt will be made to publish no-
tices of cancellatidn of hearings as
promptly as possible, but interested

NOTICES

parties should take appropriate steps
to insure that they are notified of can-
cellation or postlonements of hearings
in-which they are interested.

Correction
No. MC 114301 (Sub-No. 96F). Dela-

ware Express Co., Inc., now being as-
signed for hearing on January 31.
"1979, at the Offices of the Interstate
Commerce Commission. Washington.
D.C.. instead of continued hearing.

H. G. Hossm Jr..
Secretary.

[FR Doc. 78-35679 Filed 12-21-78: 8:45 am]

[7035-01-M]

[Notice No. 144]

MOTOR CARRIER BOARD TRANSFER
PROCEEDINGS

The following publications include
motor carrier, water carrier, broker.
and freight forwarder transfer applica-
tions filed under Section 212(b).
206(a). 211, 312(b). and 410(g) of the
Interstate Commerce AcL

Each application (except as other-
wise specifically 'noted) contains a
statement by applicants that there
will be- no significant effect on the
quality of the human environment re-
sulting from approval of the applica-
tion

Protests against approval of the ap-
plication. which may include request
for oral hearing, must be filed with
the Commission within 30-days after
the date of this publication. Failure
seasonably to file a protest will be con-
strued as a waiver of opposition and
participation in the proceeding. A pro-
test must be served upon applicants'
representatives(s), or applicants (if no
such representative Is named), and the
protestant must certify that such serv-
ice has been made.

Unless otherwise specified, the
signed original and six copies of the
protest shall be filed with the Com-
mission. All protests must specify with
particularity the factual basis, and the
section of the Act, or the applicable
rule governing the proposed transfer
which protestant believes would pre-
clude approval of the application. If
the protest contains a request for oral
hearing, the request shall be support-
ed by an explanation as to why the
evidence sought to be presented
cannot reasonably be submitted
through the use of affidavits.

The operating rights set forth below
are In synopses form, but are deemed
sufficient to place interested persons
on notice of the proposed transfer.

MC-FC-77802, filed August 4, 1978.
Transferee: IMPERIAL BULK CAR-
RIERS. INC., 7061 S. Willow Springs
Rd., Countryside, IL 60525. Transfer-

599417

or. Fulsang's Motor Service, Inc., 7061
S. Willow Springs Rd., Countryside, IL
60525. Representative: William P.
Jackson, Jr., Jackson, Jessup &
Howard. P.C., 3426 N. Washington
Blvd., P.O. Box 1240, Arlington, VA
22210. Authority ,sought for purchase
by transferee of a portion- of the oper-
ating rights of transferor as set forth
in Certificate No. MC-120788 Sub 2
issued March 17, 1978, as follows: Gen-
eral commodities, in bulk, between
points in Illinois. Transferee presently
holds no authority from this Commis-
sion. Application has not. been filed for
temporary authority under Section
210a(b).

MC-FC-77840, filed September 19.
1978. Transferee! JOHN N.
SCHROCK. db.a. SCHROCK
TRANSFER, 234 West Patriot Street.
Somerset, PA 15501. Transferor. John
Weller Schrock, dba. Schrock Trans-
fer. 234 Patriot Street, Somerset, PA
15501. Representative: William A.
Gray. Esq., Wick, Vuono & Lavelle,
2310 Grant Building, Pittsburgh, PA
15219. Authority sought for purchase
by transferee of the operatihg rights
of transferor as set forth in Certifi-
cates Nos. MC 42688. MC-42688 Sub 5
and MC-42688 Sub 6 Issued May 13.
1960. December 1L 1966, and February
7, 1967, respectively, as follows: Gener-
al commodities, between Somerset. PA
and Johnstown. PA- between Garrett.
PA and Hollsopple, PA; between Gar-
rett, PA and Confluence. PA; from
Confluence, PA to Somerset, PA, serv-
ing all intermediate points and the off-
route points bf Pinehall. Macdonalton.
Harrison, Acosta. Coal Junction, Jen-
ners, and Trent, PA: Household goods
as defined by the Commission, be-
tween Somerset, PA. on the one hand,
and. on the other points in Maryland.
Ohio and West Virginia; such mer-
chandise as is dealt in by wholesale
retail, and chain grocery and food
business houses and in connection
therewith, equipment, materials and
supplies used in the conduct of such
business: and general commodities,
with usual exceptions, between Somer-
set County Municipal Airport. in Som-
erset Township. Somerset County, PA
on the one hand, and, on the other,
points in Gedford. Cambria, Somerset.
and Westmoreland Counties, PA and
Alleghany County. MD: and Between
Plttsburg. PA on the one hand, and.
on the other, points in Somerset
County, PA. Restricted to shipments
having an immediately prior or imme-
diately subsequent movement by rail.
Transferee presently holds no authori-
ty from this Commission. Application
has not been filed for temporary au-
thority under section 210a(b).

MC-FC-77851, filed September 27.
1978. Transferee: G. M. RIDGE COR-
PORATION, 710 West Street, Brain-
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tree, MA 02184. Transferor: Columbus
Associates, Inc. (Mark N. Berman; As-
signee for the benefit of creditors), 15-
17 Stoughton- Street, Dorchester Dis-
trict, Boston, MA 02125. Representa-
tives: Mark N. Berman, Esq., Widett,
Widett, Slater & Goldman, P.C., 100
Federal Street, Boston, MA 02110. Au-
thority sought for purchase by trans-,
feree of the operating rights of trans-
feror as set forth in License No. MC
130070, issued April 21,' 1971, as fol-
lows: Passengers and their baggage,'(1)
in, charter and special operations, be-
tween points in the United States, in-
cluding Alaska and Hawaii. Restric-
tion: The authority is restricted to the
transportation of passengers who par-
ticipate in tours which have been ar-
ranged by applicant, and who have a
prior, subsequent or iritervening move-
ment by air, rail, or water carrier; (2)
In round-trip charter and special oper-
ations, beginning and ending at points..
in MA, RI and NH, and extending to
points in'the United States, including
AK, but excluding HA. Applicant is
authorized to engage in the above-
specified. operations' as a broker at
Boston, MA. Transferee presently
holds no authority from this Commis-
sion. Application has not been filed for
temporary authority under section'
210a(b).

MC-FC-77868, . filed October. 10,
1978. Transferee: DONALD J.
HOHMAN, doing business as CROSS
TRUCKING & STORAGE, 301
Regina Street, Pittsburgh, PA 15209.
Transferor: Darby Transfer, Inc., 535
Forest Avenue, Pittsburgh, PA 15106.
Representative: John A. Vuono, Esq.,
Stanley E. Levine, Esq., Attorneys for
Transferee, 2310 Grant Building,
Pittsburgh, PA 15219; Jerome Solo-
man. Esq., Attorney for Transferor,
3131 U.S, Steel Buildirig, 600 Grant
Street, Pittsburgh, PA 15219. Authori-
ty sought for purchase by transferee
of the operating rights of transferor as
set forth in Certificates Nos. MC-2907
and MC-2907 Sub 5 issued September
29, 1966 as modified by order served
July 6, 1968, and April 18, 1967, respec-
tively, as follows: Such commodities as
are dealt in by wholesale, retail, and
chain grocery stores, and materidls,
supplies, and equipment used or useful
in connection therewith, between
Pittsburgh, PA, on the one hand and,
on the other, points in Ohio east of
U.S. Hwy 21, thosd in WV east of U.S.
Hwy 21 and horth of U.S. Hwy 60, and
those in PA south of U.S. Hwy 322 and
west of'U.S. Hwy 220. New furniture,
from McKees Rocks, PA, to points in
that part.of Ohio on and east of U.S.
Hwy 21, points in that part of WV on
and east of U.S. Hwy 21 and north-of
U.S. Hwy 60, and points in that part-of'
PA on and south of U.S. H'wy 322 and
on and east of U.S. Hwy 220, with no

'transportation for compensation on

return except as otherwise authorized.
" Transferee presently holds no autliori-
ty from this Commission. Application
.has been filed for temporary authority
under section 210a(b).

MC 77910, filed November 7, 1978.
Transferee: PEBBLE HAULERS,
INC., 2630 Delta Drive, -Colorado
.Springs, CO 80910. Transferor: Dalby
Transfer and Storage, Inc., 641 Win-
ters Drive, Colorado Springs, CO
80933. Representative: Raymond M.
Kelley, Esq., 450 Capitol Life Center,
Denver, CO 80203. Authority sought
for purchase by 'transferee of a por-
tion of the operating rights of trans-
feror as set, forth in Certificate No.
MC-115860 Sub 6, issued January 16,
1976, as-follows: Limestone and lime-
stone (except cement), from points in
El Paso and Teller Conties, CO to
points in Arizona, Kansas, Nebraska,
New Mexico; Oklahoma, Texas, Utah,
and Wyoming, with no trnsportation
for compensation on return except as
otherwise authorized. Transferee pres-
ently holds no authority from this
Commission. Application has been
filed for temporary authority under
section 210a(b).

MC-FC-77938, filed November 22,
1978. Transferee: PYNE FREIGHT
LINES, INC., 15 South Keyser
Avenue, P.O. Box 26; Taylor, PA
18517. Transferor: Mercury Freight,
Inc., 15 South Keyser Avenue, P.O.
Box 26, Taylor, PA 18517. Relresenta-
tive: Morton E. Kiel, Suite 6193, 5
World Trade Center, New York, NY
10048. Authority sought for purchase
by transferee of the operating rights
of transferor as set forth in Permit
No. MC-142665 issued November 30,
1977, as follows: (1)-Steel tubing and
springs, welding materials and sup-
plies, and anchor reels, (2) materials,
equipment and supplies used *in the
manufacture, distribution, and instal-
lation of the commodities in (1) above,
(except commodities in bulk, in- tank
vehicles), and'(3) household goods as
defined by the Commission, between
points in South Abington Township,
PA .and Benton Harbor, MI, on the
one hand, and, on the other, points in
the United States (except Alaska and
Hawaii). RESTRICTIONS: The serv-
ice authorized in (1) and (2) is restrict-
ed to operations in interstate and for-
eign commerce. The service authorized
in (3) is restricted to operations in for-
eign commerce only and is further re-
stricted to the transportaton of traffic
having a prior or subsequent move-
mefit by water. Said operations are
limited to a transportation service to
be performed under a continuing con-
tract or-contracts, with Sandvik, Inc.
Transferee presently holds no authori-
ty from this Commission. Application

has not bedn filed for temporary ftu-
thority under Section 210a(b).

• H. G. HoMME, Jr.,
Secretary,

[FR Doc. 78-35676 Filed 12-21-78: 8:45 am]

[7035-01-M]

[Notice No. 233]

MOTOR CARRIER TEMPORARY AUTHORITY
APPLICATIONS

DECMMER 13, 1978.

The following are notices of filing of
applications for temporary authority
under Section 210a(a) of the Inter-
state Commerce Act provided for
under the provisions of 49 CFR 1131,3.
These rules provide that an original
and six (6) copies of protests to an ap-
plication may be filed with the field
official named In the FEDERAL REOxs-
TER publication no later than the 15th
calendar day after the date the notice
of the filing of thi application is pub-
lished in the FEDERAL REGISTEn. One
copy of the protest must be served on
-the applicant, or Its authorized repre
sentative, If any, and the protestant
must certify that such service has
been made. The protest must identify
the operating authority upon which It
is predicated, specifying the "IAC"
docket and "Sub" number and quoting
the particular portion of authority
upon which It relies. Also, the protes-
tant shall specify the service it can
and will provide and the amount and
type of equipment It will make availa-
ble for use In connection with the serv-
ice contemplated by the TA applica-
tion. The weight accorded a protest
shall be governed by the completeness
and pertinence of the protestant's in-
formation.

Except as otherwise specifically
noted, each applicant states that there
will be no significant effect on the
quality of the human environment re-
sulting from approval of its applica-
tion.

A copy of the application Is on file,
and can be examined at the Office of
the Secretary, Interstate Commerce
Commission, Washington, D.C., and
also in the ICC Field Office to which
protests are to be transmitted.

NoTEn-All applications seek authority to
operate as a common carrier over Irregular
routes except as otherwise noted.

MOTOR CARIERS OF PROPERTY

MC 8771 (Sub-43TA), filed Novem-
ber 1, 1978. Applicant: SAW MILL
SUPPLY, INC., 1018 Saw Mill River
Road, Yonkers, NY 10701. Representa-
tive: John R. Sims, Jr., 915 Pennsylva-
nia Building, 425-13th Street, NW,
Washington, DC 20004. Construction
materials and supplies which, because
of their size, or weight, require the use
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of special equipment, from Conklin,
NY to Monroe, MI, and Kermit, WV,
for 180 days. An underlying ETA seeks
90 days authority. SUPPORTING
SHIPPER(S): Cives Steel Company,
New York Division, P.O. Box K, Shaw
Road, Conklin, NY 13748. SEND PRO-
TESTS TO: Maria B. Kejss, ICC, 26
Federal Plaza, New York, NY 10007.

MC 41432 (Sub-158TA), filed Octo-
ber 31, 1978. Applicant: EAST TEXAS
MOTOR FREIGHT LINES, INC.,
P.O. Box 10125, 2355 Stemmons Free-
way, Dallas, TX 75207. Representative:
Eldon E. Bresee (same as above). Au-
thority sought to operate as a common
carrier, by motor vehicle, over regular
routes, transporting: General commod-
ities, except those of unusual value,
Classes A and. B explosives, household
goods as defined by the Commission,
commodities in bulk, and those requir-
ing special equipment, (1) Between
San Antonio, TX and Del Rio, TX
serving the intermediate - point of
Hondo, TX: From San Antonio over
U.S. Hwy 90 to Del Rio and return
over the same route. (2) Between San
Antonio, TX and Eagle Pass, TX
From San Antonio over U.S. Hwy 81 to
junction U.S. Hwy 57, then over U.S.
Hwy 57 to Eagle Pass and return over
the same route. (3) Between Uvalde,
TX and Carrizo Springs, TX, serving
Uvalde, La Pryor and Carrizo Springs
for purposes of joinder only: From
Uvalde over U.S. Hwy 83 to Carrizo
Springs and return over the same
route. (4) Between Fort Stockton, TX
and Laredo, TX serving the intermedi-
ate points of Del Rio and Eagle Pass,
TX: From Fort Stockton over U.S.
Hwy 285 to junction U.S. Hwy 90, then
over U.S. Hwy 90 to junction U.S. Hwy
277, then over U.S. Hwy 277 to junc-
tion U.S. Hwy 83, then over U.S. Hwy
83 to Laredo, and return over the same
route. (5) Between junction U.S. Hwy
81 and U.S. Hwy 57 and Laredo, T,
serving the junction of U.S. Hwy 81
and U.S. Hwy 57 for purposes -of
joinder only: From junction U.S. Hwy
81 and U.S. Hwy 57 over U.S. Hwy 81
to laredo, and return over the same
route. (6) Between San Marcos, TX
and Corpus Christi, TX, serving the
intermediate points of Seguin, Beeville
and Portland, TX: From San Marcos
over TX Hwy 123 to junction U.S. Hwy
181, then over U.S. Hwy 181 to Corpus
Christi and return over the same
route. (7) Between San Antonio, TX
and jutnction U.S. Hwy 181 and TX
Hwy 123, serving junction U.S. Hwy
181 and TX Hwy 123 for purposes of
joinder only:. From San Antonio over
U.S. Hwy 181 to junction TX Hwy 123
and return over the same route. (8)
Between San Antonio, TX and Port
Lavaca, TX serving the intermediate
points of Cuero and Victoria, TX:
From San Antonio over U.S. Hwy 87 to
Port Lavaca and return over the same

route. (9) Between junction U.S. Hwy
90 and U.S. Hwy 77 and Junction U.S.
Hwy 77 and alternate U.S. Hwy 77
serving the intermediate points of Hal-
lettsville, Yoakum and Cuero, TX and
serving junctions for purposes of
joinder only: From Junction U.S. Hwy
90 and U.S. Hwy 77 over U.S. Hwy 77
to junction alternate U.S. Hwy 77,
then over alternate U.S. Hwy 77 to
junction U.S. Hwy 77 and return over
the same route. (10) Between San
Marcos, TX and Junction alternate
U.4. Hwy 90 and alternate U.S. Hwy
77, serving the intermediate point of
Shiner, TX: From San Marcos over
TX Hwy 80 to Luling, then over U.S.
Hwy 183 to junction alternate U.S.
Hwy 90, then over alternate U.S. Hwy
90 to junction alternate U.S. Hwy 77
and return over the same route. (11)
Between Junction alternate U.S. Hwy
90 and U.S. Hwy 183 and Cuero, serv-
ing Junction of alternate U.S. Hwy 90
and U.S. Hwy 183 for purposes of
joinder only: From junction alternate
U.S. Hwy 90 and U.S. Hwy 183 over
U.S. Hwy 183 to Cuero and return over
the same route. (12) Between Corpus
Christi and junction U.S. Hwy 44 and
TX Hwy 83, serving the intermediate
points of Robstown and Alice, TX and
serving junction U.S. Hwy 44 and TX
Hwy 83 for purposes of Joinder only:
From Corpus Christi over TX Hwy 44
to junction U.S. Hwy 59, then over TX
Hwy 44 to Junction U.S. Hwy 83 and
return over the same route. (13) Be-
tween Houston, TX and Laredo, TX,
serving the intermediate points of Vic-
toria and Beeville, TX: From Houston
over U.S. Hwy 59 to Laredo and return
over the same route. (14) Between
Houston, TX and Freeport, TX serv-
ing the intermediate point of Clute,
TX: Prom Houston over TX Hwy 288
to Freeport and return over the same
route. (15) Between Galveston, TX
and Freeport, TX: From Galveston
over U.S. Hwy 75 to Junction TX Hwy
6, then over TX Hwy 6 to Junction TX
F.M. Hwy 2004, then over TX F.M.
Hwy 2004 to Junction TX Hwy 288,
then over TX Hwy 288 to Freeport
and return over the same route. (16)
Between Angleton, TX and Corpus
Christi, TX serving the intermediate
points of Bay City, Point Comfort.
Port Lavaca, Aransas Pass, Gregory
and Portland, TX and the off-route
points of Sweeny, Seadrift and Ingle-
side, TX and serving Angleton for pur-
poses of joinder only: From Angleton
over TX Hwy 35 to junction U.. Hwy
181, then over U.S. Hwy 181 to Corpus
Christi and return over the same
route. (17) Between Wharton, TX and
Bay City, TX, serving Wharton for the
purpose of Joinder qnly: Prom Whar-
ton over TX Hwy 60 to Bay City and
return over the same route. (18) Be-
tween junction U.S. Hwy 59 and TX
Hwy 111 and junction TX Hwy 71 and
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TX Hwy 35, serving junctions for pur-
poses of joinder only: From junction
U.S. Hwy 59 and TX Hwy 111 over TX
Hwy 111 to junction TX Hwy 111 and
TX Hwy 71, then over TX Hwy 71 to
junction TX Hwy 71 and TX Hwy 35
and return over the same route. (19)
Between Corpus Christi, TX and junc-
tion TX Hwy 9 and U.S. Hwy 281, serv-
Ing junction TX Hwy 9 and U.S. Hwy
281 for purposes of joinder only: From
Corpus Christi over TX Hwy 9 to junc-
tion U.S. Hwy 281 and return over the
same route. (20) Between Hallettsville,
TX and Victoria. TX: From Halletts-
vile over U.S. Hwy 77 to Victoria and
return over the same route. (21) Be-
tween San Antonio. TX and McAllen,
TX serving the intermediate points of
Pleasanton and Alice, TX: From San
Antonio over U.S. Hwy 281 to McAllen
and return over the same route. (22)
Between Victoria, TX and Brownsville,
TX, serving the intermediate points of
Robstown, Bishop and Kingsville, TX
From Victoria over U.S. Hwy 77 to
Brownsville and return over the same
route. (23) Between Laredo, TX and
Harlingen, TX From Laredo over U.S.
Hwy 83 to Harlingen and return over
the same route. (24) Serving all inter-
mediate and off-route points in Hidal-
go, Willacy and Cameron Counties in
connection with the routes set forth in
21. 22. and 23 above. (25) Between
Jacksonville, FL and *Beaumont, TX:
From Jacksonville over 1-10 to Beau--
mont and return over the same route.
(26) Between Jacksonville, FL and
Beaumont, TX: From Jacksonville
over 1-10 to Junction I-1-2, then over I-
12 to Junction 1-10, then over 1-10 to
Beaumont and return over the same
route. (27) Between Atlanta, GA and
junction 1-65 and 1-10 serving junction
1-65 and 1-10 for purposes of joinder
only: From Atlanta over 1-85 to junc-
tion 1-65. then over 1-65 to junction I-
10 and return over the sameroute, and
(28) Between Birmingham, AL and
Junction 1-10 and U.S. Hwy 11, serving
Junction 1-10 and U.S. Hwy 11 for pur-
poses of Joinder only: From Birming-
ham over US. Hwy 11 to junction I-10
and return over the same route, for
180 days. An underlying ETA seeks 90
days authority. SUPPORTING
SHIPPER(S): There are (509) state-
ments of support attached to the ap-
plication which may be examined at
the Interstate Commerce Commission
in Washington, DC, or copies thereof
which may be examined at the field
office named below. SEND PRO-
TESTS TO: Opal M. Jones, ICC, 1100
Commerce Street, Room 13C12,
Dallas, TX 75242.

MC 48958 (Sub-164TA), filed Novem-
ber 1, 1978. Applicant: ILLINOIS-
CALIFORNIA EXPRESS, INC., 510
East 51st Avenue, Denver, CO 80216.
Representative: Lee . Lucero (same
as above). Articles dealt in by whole-
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sale 'or retail drug, grocery .and depart-
ment stores, from the -facilities of
Warner-Lambert Co., ,at 'or near iElk
Grove Village and Rockford, IL, to'the
facilities of Warner-Lambbrt Co., at or
near Anaheim, CA, for 180.days. Appli-
cant does not intend to tack the au-
thority with any other held by it. Sup-
porting shipper(s): Warner-Lambert
Co., 201 Tabor Road, -Morris Plains,
NJ 07950. Send protests .to: Roger L.
Buchanan, JCC, 492 .U.S. Customs
House, Denver, CO 80202.

MC :51146 (Sub-666TA), filed Decem-
ber 1, 1978. Applicant: SCHNEIDER'
TRANSPORT, INC., P.O..Box '2298,
Green Bay, WI 54306. Representative:
John R. :Patterson, '2480 E. :Commer-
cial Blvd., Fort Lauderdale, FL 33308.
Metal containers, Irom the facilities of
Cleveland Container 'Corporation at or
near Omaha, 'NE, to points 'in CO, IL,
IN, IA, KS, MN, MO, MT, NM, OK,
'TX, UT, W.I, and WY, for 180 days.
Applicant has also filed an underlying
ETA seeking up to 90 ;days operating
authority. .Supporting shipper(s):
ClevelandContainer Corporation,-1801
N. llth Street, Omaha, NE 68110
.(Gerald V. tHeinen): Send protests to:
Gail Daugherty, ICC, US. Federal
Building and Courthouse, 517 E. Wis-
consin Avenue, Room 619, Milwaukee,
WI-53202.

MC 53841 (Sub-I8TA), filed October
17, 1978. Applicant: W. H. CHRISTIE
& SONS, Box 517, 'East State Street,
Knox, PA.16232. Representative: John
A. Pillar, esq., 205 Ross Street, Pitts-
burgh, PA 15219. Pillows, pads, and
paddings, from the facilities of Chemi-
cal Specialties Division-Hoover Uni-
versal, Inc. at or near 'arwell, MI to
Jersey City, NJy, Chicago, IL and
Rocky- , 'Mount, NC. Supporting
shipper(s): Chemical Specialties Divi-
sion-Hoover 'Universal, -Inc., Route 2,
Triport Road, Georgetown, KY 4,6324.
Send protests .to: John 'England, Dis-
trict Supervisor, 'I.C.C, .2111 'New Fed-
eral Bullding,:Pittsbugh, PA 15222.

MC 69833 (Sub-138TA), filed :Octo-
ber 31, 1978. Applicant- ASSOCIATED
TRUCK LINES, INC., 200 'Monroe
Ave., ,NW-6th ,Floor, Grand Rapids,
MI '49503. Representative: Harry
Pohlad (same -address as -applicant).
Authority :sought to operate as a
common carrier, by :motor- vehicle,
over iregular routes, transporting gen-
eral -Commodities (except those of
unusal value, -Classes A ;and 'B explo-
sives, household goods'as defined by
the Commission, commodities in 'bulk,
and commodities Tequiring -special
equipment), between flrednup, IL.and
Terre Haute, IN ,over US. Hwy 40
(also ,Interstate. 'wy 70) in -,connection
with carrier's authorized .regular route
operations, serving no intermediate
points and serving the terminal for
purpose of joinder only, for 180 zdays.

NOTICES

,Supporting .shipper(s)- - None. Send
protests to: -C.MR. Flenuning, 3CC, 225
Federal Building, Lansing, MI 48933.

MC 69834 (Sub-17TA), filed .Novem-
ber 1, 1978. Applicant: PRICE TRUCK
LINE, INC., 2945 North Market, Wich-
ita, KS 67219. Representative: Paul V.
Dugan, 2707 -West Douglas, Wichita,
KS-67213. Crayons, educational school
art and hobby supplies and irelated
-commodities, and all items -and mate-
rials used in manufacturing, packag-
-ing, distribution and sale of the above
items, to, from and between Winfield,
KS, and -Easton, PA, on the one hand,
and points -and places in KS, on the
other, for 180 days. Supporting
shipper(s): Binney & Smith, Inc., P.O.
Box 431, Easton, PA 18042. 'Send pro-
tests to: M. E. Taylor, ICC, 101 LitWin
Building,7'Wichita, KS 67202.

MC 103051 (Sub-458TA), filed No-
v.ember 1, 1978. Applicant: FLEET
TRANSPORT COMPANY, INC., P.O.
Box 90408, Nashville, TN 37209. Rep-
resentative: Russell E. Stone (Same as
above). Inedible tallow, in bulk, in
tank vehicles, from Bessemer, AL to
Springfield, TN, for 180 days. An un-
derlying ETA seeks 90 ,days authority.
SUPPORTING • SHIPPER(S): Bir-
mingham Hide and Tallow Co., Inc.,
P.O. Box .1596, ,Birmingham, AL 35206.
-SEND PROTESTS TO: ,Glenda Kuss,
ICC, .Suite A-422-U.S. ,Court House,
801 Broadway, Nashville, TN 37203.

MC 107295 '(Sub-895TA), filed No-
vember 1, 1978. Applicant: PRE-FAB
-TRANSIT CO., P.O. Box 146, 'Farmer
City, I1L 61842. Representative: Duane
Zehr (Same' as -above). Materials,
equipment and supplies '(except com-
modities in 'bulk), used -in the manu-
f6,cture and distribution of roofing,
roofing ,materials, and siding, from
points -in AL, AR, TL, GA, IL, IN, IA,
KS, KY, ILA, MS, MO, NC, OH, 'OK,
SC, TN, TX, 'VA and'WV, to'Iefidian,
MS, and 'Little Rock, AR, for 180 days.
An -underlying ETA seeks 90 -days ,au-
thority. SUPPORTING SHIPPER(S):
'Masonite Corporation, Roofing Divi-
sion, 'P.O. Box 577, -Valley Road, Me-
Sridian, MS 39301. -SEND PROTESTS
TO: -Charles D. :Little, 'ICC, -414 Leland
Office .Building, *527 E. .Capitol
Avenue, Springfield, IL 62701.

M.C 107403 (Sub-1129TA), filed Octo-
ber -30, 1978. Applicant: MATLACK,
INC., 10 W. Baltimore Ave., Lans-
downe, 'Pa. 19050. Representative:
Martin C. .Hynes, Jr. (same address as
applicant). tCement in .bags, from
Ravena, .N.Y., to ,Oak Harbor, -Ohio,
for 180 days. An underlying ETA seeks
90 days ,authority. SUPPORTING
SHIPPER: Atlantic -Cement Co., Inc.,
P-Box .Q, StAmford, Conn. 0,6904.
SEND -PROTESTS TO: T. M/i. Espo-
sito, ICC, 600 Arch St., Room .3238,
Philadelphia, -Pa. 19106.

I MC" 108117 (Sub-8TA), filed Novem.
ber 1, 1978. Applicant: WILLIAM H.
PATTERSON, JR,, d.b.a. PATTER-
SON TRUCKING, 46 Waln Avenue,
Yardville, NJ 08620. Representative:
Denis James Lawler, 37 South 20th
Street, Philadelphia, PA 19103. Au-
thority sought to operate as a contract
carrier, by motor Vehicle, over irregu-
lar routes, transporting: Sulphate,
from Bethlehem, PA to Yardville, NJ,
under a continuing contract or con-
tracts with Agway, Inc., Fertilizer Dl.
vision, for 180 days. SUPPORTING
SHIPPER(S): Agway, Inc., Fertilizer
Division, Box 4933, Syracuse, NY
13221. SEND PROTESTS TO: John P.
Lynn, ICC, 428 EaSt State Street,
Room 204, Trenton, NJ 08608.

MC 108207 (Sub-487TA), filed No.
vember 1, 1978. Applicant: FROZEN
FOOD EXPRESS, INC,, 318 Cadiz
Street (P.O. Box 225888), Dallas, TX
75265. 'Representative: M. W. Smith
(Same as above). Foodstuffs (except
commodities in bulk), between New
Orleans, LA on the one hand, and, on.
the .other, points In TX, for 180 days.
SUPPORTING SHIPPER(S): Hunt-
Wesson Foods, P.O. Box 61770, Now
Orleans, LA 70161..SEND PROTESTS
TO: Opal M. Jones, ICC, 1100 Com
merce Street, Room 13C12, Dallas, TX
75242.

MC 110328 (Sub-14TA), filed Novem-
ber 1, 1978. Applicant: ROY A, LIE-
PHART TRUCKING, INC., 1298 Tor-
onita Street, York PA 17402. Repre-
sentative: Edward N. Button, 1329
Pennsylvania Avenue, P.O. Box 1417,
Hagerstown, MD 21740. Foodstuffs, be.
tween the plantslte storage facilities of
Knouse Foods, Inc., at or ,near Peach
,Glen and ,Orrtanna, PA, on the one
hand, and, on the -other, Baltimore,
MD and Its commercial zone, for 180
%days. Restricted to 'traffic having a
prior or subsequent movement by
water or rail. An underlying ETA
seeks 90 days authority. SUPPORT-
ING SHIPPER(S): Knouse Foods,
Inc., Peach Glen, PA 17306. SEND
'PROTESTS TO: Charles F. Myers,
ICC, P.O. Box 869 Federal Square'Sta-
tion, Harrisburg, PA 17108.

MC 110563 (Sub-248TA), filed No-
vember 1, 1978. ApplIcant: COLDWAY
FOOD EXPRESS, INC., P.O. Box 747,
State Route 29 North, Sidney, OH
45365. Representative: John L. Maurer
,(Same, as above). Candy, chocolate
-coatig, chocolate drops, cocoa
powder, and solid and broken choco-
ilat, from the facilities of Ward
Chocolate Company, located at or
near Philadelphla, PA and PennsaU.
ken, NJ to Denver, 'CO. for 180 days, 
An underlying ETA seeks 90 days au-
thority. SUPPORTING SHIPPER(S):
Ward Chocolate Co., 2Margaret and
James St., Philadelphia, PA 19137.
SEND IPROTESTS TO: ICC, 313 Fed-
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eral Office Building, 234 Summit
Street, Toledo, OH 43604.

MC 111401 (Sub-534TA), filed No-
vember 1, 1978. Applicant: GROEN-
DYKE TRANSPORT, INC., 2510
Rock Island Boulevard, P.O. Box 632,
Enid, OK 73701. Representative:
Victor R. Comstock (Same as above).
Liquid waste (for disposal), in bulk, in
tank vehicles, from Boulder, CO to
Grandview, ID, for 180 days. An un-
derlying ETA seeks 90 days authority.
SUPPORTING SHIPPER(S): Arapa-
hoe Chemicals, Inc., 2075 N. 55th
Street, Boulder, CO 80301. SEND
PROTESTS TO: Connie Stanley, ICC,
Room 240 Old Post Office and Court
House Building, 215 NW. 3rd, Oklaho-
ma City, OK 73102.

MC 112713 (Sub-229TA), filed No-
vember 27, 1.978. Applicant: YELLOW
FREIGHT SYSTEM, INC., P.O. Box
7270, Shawnee Mission, KS 66207.
Representative: John M. Records
(Same address as applicant). Authori-
ty sought to operate as a common car-
rier, by motor vehicle, over regular
routes, transporting, General commod-
ities (except Classes A and B explo-
sives, commodities in bulk, household
goods as defined by the Commission,
commodities of unusual value and
those requiring special equipment),
serving the facilities of Continental
Oil Company, Conquista Project near
Falls City, TX, as an off-route point in
connection with carrier's otherwise au-
thorized operations, for 180 days.
SUPPORTING SHIPPER: Continen-
tal Oil Company, Conquista Project,
P.O. Box 309, Falls City, TX 78113.
SEND PROTESTS TO: John V.
Barry, ICC, 911 Walnut St., Rm. 600,
Itansas City, MO 64106."

MC 113466 (Sub-8TA), filed Novem-
ber 1, 1978. Applicant: CECIL E. AND
ROBERT A. ALTO, dba ALTO BROS.
TRUCKING, Route 1, Box 266 D,
Eureka, CA 95501. Representative:
Earle V. White, 2400 SW. 4th Avenue,
Portland, OR 97201. Lumber (includ-
ing plywood), Jlakeboard, and wood
pulp, from points in Del Norte, Sis-
kiyou, Trinity, Humboldt, and Mendo-
cino Counties, CA to points in
Sonoma, Shasta, and Tehama Coun-
ties; CA, for subsequent out-of-state
movements by .railroad, for 180 days.
An underlying ETA seeks 90 days au-
thority. SUPPORTING SHIPPER(S):
Simpson Timber Company, P.O.
Drawer V, Arcata, CA 95521. Louisi-
ana-Pacific Corporation, P.O. Box 158,
Samoa, CA 95564. SEND PROTESTS
TO: A. J. Rodriguez, ICC, 211 Main
Street, Suite 500, San Francisco, CA
94105.

MC 114457 (Sub-440TA), filed Octo-
ber 17, 1978. Applicant: DART TRAN-
SIT COMPANY, .2102 . University
Avenue, St. Paul,. MN 55114. Repre-
sentative: James H. Wills, 2102 Univer-

sity Avenue, St. Paul, MN 55114. Adhe-
sive cement, tackless strips, carpet ac-
cessories, advertising material and
materials, equipment, and supplies
used in the installation thereof (ECIB)
from the plantslte and warehouse
facilities of Taylor Industries, Inc. at
or near Conyer. GA to points in ME.
VT, NH, MA, CT. RI, NY, PA, NJ. PA,
NY, MD. DE, WV, DC, VA, KY, TN.
NC, SC and FL, for 180 days. SUP-
PORTING SHIPPER(S): Taylor In-
dustries, 900 Rockdale Industrial Bou-
levard, Conyers, GA 30207. SEND
PROTESTS TO: Delores A. Poe,
Transportation Assistant, ICC. 414
Federal Building & U.S. Courthouse,
110 South 4th Street, Minneapolis.
IN 55401.

MC 114457 (Sub-443TA). filed Octo-
ber 17, 1978. Applicant: DART TRAN-
SIT COMPANY, 2102 University
Avenue, St. Paul, MN 55114. Repre-
sentative: James H. Wills, 2102 Univer-
sity Avenue. St. Paul, MN 55114.
Newsprint and groundwood paper
from the facilities of Bowater South-
ern Paper Corporation, at or near Cal-
houn, TN to points in KY. for 180
days. SUPPORTING SHIPPER(S):
Bowater Southern Paper Corporation,
Calhoun. TN 37309. SEND PRO-
TESTS TO: Delores A. Poe, Transpor-
tation Assistant, ICC, 414 Federal
Building. U.S. Courthouse, 110 South
4th Street, Minneapolis, MN 55401.

MC 115233 (Sub-STA). filed October
30, 1978. Applicant: MARSHALL
STORAGE COMPANY. Highway 19
East, P.O. Box 145. Marshall. Minn
56258. Representative: Gene P. John-
son, P.O. Box 2471. Fargo. N. Dak.
58108. Canned foodstuffs, from the
facilities of Big Stone. Inb.. located at
or near Arlington and Ortonville,
Minn and Bloomer, Ws.. to points in
Arkansa, Illinois, Iowa. Kansas and
Missouri, for 180 days. An underlying
ETA seeks 90 days authority. SUP-
PORTING SHIPPER: Big Stone. Inc.,
P.O. Box 86. Chaska, M 55318. SEND
PROTESTS TO: Delores A. Poe. ICC,
414 Federal Building and U.S. Court
House, 110 South 4th Street, Minne-
apolis, Minn. 55401.

MC 115826 (Sub-357TA), filed Octo-
ber 17, 1978. Applicant: W.J. DIGBY,
INC., 1960 31st Street, P.O. Box 5088.
Terminal Annex. Denver, CO 80217.
Representative: Howard Gore, 6015
East 58th Avenue, Commerce City, CO
80022. Foodstuffs, while moving in
trailers equipped with mechanical re-
frigeration units, from Kansas City,
KS, Kansas City, MO, and their re-
spective commercial zones to points in
AL, AR, AZ, CT, FL, GA, KY. LA. MA.
MD, ME. MS. NC, NH, NJ, NM, NY,
OK, PA, RI, SC, TN, TX, VA, VT, and
WV, for 180 days. SUPPORTING
SHIPPER(S): Commercial Distribu-
tion Centre, Inc., P.O. Box 477, Inde-

pendence, MO 64051. SEND PRO-
TESTS TO: Herbert C. Ruoff, District
Supervisor. ICC, 492 U.S. Customs
House, 721 19th Street, Denver, Colo-
rado 80202.

MC 116947 (SuTQ-62TA), filed Octo-
ber 30. 1978. Applicant: SCOTT
TRANSFER CO., INC., 920 Ashby
Street SW.. Atlanta, GA 30310. Repre-
sentative: Willan Addams, Suite 212,
5299 Roswell Road NE., Atlanta, GA
30342. Authority sought to operate as
a contract carrier, by motor vehicle,
over irregular routes, transporting:
Steel cans, can ends, from Rockford, I1
to Pascagoula, MS, under a continuing
contract or contracts with National
Can Corporation, for 180 days. An un-
derlying ETA seeks 90 days authority.
SUPPORTING SHIPPER(S): Nation-
al Can Corporation, 8101 West Higgins
Road, Chicago, IL 60631. SEND PRO-
TESTS TO: Sara K. Davis, ICC, 1252
W. Peachtree Street NW., Room 300,
Atlanta, GA 30309.

MC 117589 (Sub-54TA), filed Novem-
ber 22, 1978. Applicant: PROVISION-
ERS FROZEN EXPRESS. INC., 3801
7th Avenue South, Seattle, WA 98108.
Representative: Michael D. Duppenth-
aler, 211 South Washington Street, Se-
attle. -WA 98104. Canned food prod-
ucts, when moving in mixed loads
with frozen fruits, frozen berries.
frozen vegetables, frozen potatoes and
frozen potato products or frozen sea-
food, from points in WA, OR and ID
to Denver and Pueblo. CO and Salt
Lake City, UT for 180 days. SUP-
PORTING SHIPPERS: Stein Foods,
115 East 4th Street, Pueblo, Colo.
81002 United Food Service, Inc., 3770
East 40th Avenue, Denver. Colo,
80250. Swlftsure Fisheries. 200 West
Thomas. Seattle. Wash. 98119. East
Point Seafoods, South Bend, Wash.
SEND PROTESTS TO: Shirley M.
Holmes,.ICC, 858 Federal Bldg Seat-
tle, Wash. 98174.

MC 117664 (Sub-12TA), filed Novem-
ber 1, 1978. Applicant: DENTON
TRUCKING, INC., P.O. Box 33,
Denton, MD 21629. Representative:
Chester A. Zyblut, 366 Executive
Building, Washington, D.C. 20005.
Lime, in bulk, in dump vehicles, from
the facilities of J. E. Baker Lime Co.,
York, PA to Seaford, DE, for 180 days.
An underlying ETA seeks 90 days au-
thority. SUPPORTING SHIPPER(S):
Soil Service. Inc., P.O. Box 570, Sea-
ford. DE 19973. SEND PROTESTS
TO: William L. Hughes, ICC, 1025
Federal Building, Baltimore. MD
21201.

MC 117786 (Sub-35TA), filed Octo-
ber 17, 1978. Applicant: RILEY WHIT-
TLE, INC., P.O. Box 19038, Phoeniz,
AZ 85009. Representative: A. Michael
Bernstein. 1441 E. Thomas Road,
Phoenix. AZ 85014. Paper and paper
products, from the facilities of The
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Miami Valley Paper Shiplpers' Associ-
ation,,Inc., in Hamilton, OH to poihts
in WA, OR, CA, AZ, -N'V, ID, MT. WY,
UT, CO, NM, KS, OK, TX, :AR, MO,
LA, MS, AL, GA and TN, for 180 days.,
An underlying ETA seeks 90 days au-
thority. "Supporting -shipper(s): 'The
Miami -Valley Paper Shippers' Associ-
ation, Inc., 845 East Avenue, Hamilton,
OH 45011. Sendprotests to: Andrew V.
Baylor, ICC, Room 2020 Federal
Building, 230 N., First Avenue, Phoe-
nix, AZ 85025..

MC 118159 (Sub-295TA), filed Octo-
ber 30, 1978. Applicant: NATIONAL
REFRIGERATED TRANSPORT,
INC., PO. Box 51366, Dawson Station,
Tulsa, .OK 73102. Representative:
Warren L. Troupe, 2480 E. Commer-
cial Blvd., Fort Lauderdale, YL .33308.
Containers .container ends ,and mate-
rials and supplies used in the manu-
facture -and distribution -of containers,
from the facilities of National -Can
Corporation at Oklahoma .City, oK,
and Pascagoula, .MS, to points in the
United States, for 180 days. Applicant
has also filed an underlying ETA seek-
ing up to 90 days .operating authority.
Supporting shipper: National'Can Cor-
poration, -8101 W. Higgins Rpad, Chi-
cago, IL 60631 (Floyd C. Stone),Send
protests to: Connie Stanley, ICC,
Room 240, Old U.S. Post Office, :215
Northwest Third, Oklahoma City, OK
73102. 1

'MC 119668 (Sub-9TA), filed -October
1.7, 19.78. Applicant: FORREST RAT-
LIFF & AUBURN RATLIF, d.b.a.
Ratliff Trucking -Service, -0. -Box
366, 'Oakwood, VA 24631. Representa-
tive: Edward G. Villalon, 1032 Pennsyl-
vania Building, Pennsylvania -Avenue
& 13th Street NW., Washington, D.C,.
20004. (1) Mining equipment and ma-
chinery 'and parts and accessories
therefor, between the facilities of
Jewel Coal & Coke Company, at or
near Vansant, VA, Manchester and
WhitleyCity, KY, and Sutton, WV; (2)
Refractory materials and fire brick
from Oak Hill, OH, Claysburg, PA,
Hotchins, KY, -Augusta, GA, and Buff-
ington, IN, to the facilities of Jewel
Coal & Coke Company at or near Van-
sant, VA; and (3) Iron and steel arti-
cles, from Bethlehem, PA, and Spar-
rows Point, MD, to the facilities of-
Jewel Coal .& Coke Company at or
near Vansant, VA, for 18.0 days. Sup-
porting shipper(s): Jewel Coal& -Coke
Company, P.O. Box 46, Vansant, 'VA.
Send protests to: Paul D. .Collins, Dis-
trict Supervisor, Room 10-502 Federal
Building, 400 North 8th Street, Rich-
mond, VA 23240.

MC 121568 (Sub-11TA), filed Decem-
ber 1, 1978. Applicant: XUMBOLDT
EXPRESS, INC., 345 'Hill Avenue,
,Nashville, Tennessee 37211, Repre-
sentative: A. Doyle Cloud, Jr., :2008
Clark Tower, '5100, Poplar Avenue,

.NOTICES

Memphis, Tennessee 38137. (1) Arti-
cles made totally or partially -ofplas-
tic, and items utilized in the sale or
distribution thereof, from the facilities
of the Tupperware Company, 'located
at or near Halls, TN, to points in
Texas; and (2) Items utilized in' the
sale, rmanffacture, or .distribution of
the commodities -in (1) above, from
Texas, Louisiana, -and Arkansas, to the
facilities of the Tupperware Company
located at or near Halls,- TN, for 180
days. Supportingshipper: Tupperware
Company, Div. of Dart Industries,
Inc., P.O. Box 751, Woonsocket, RI
02895. Send ,protests -to Glenda Kuss,
ICC, A-422--U.S. Court House 801
Broadway, -Nashville, TN 37221,

MC 124151 (Sub-9TA), filed October
17, 1978. Applicant: VANGUARD
TRANSPORTATION, INC., Lafayette
Street,. Carteret, NJ 07.008. Repre-
sentative:- E. Stephen Heisley Suite
805, 666 Eleventh Street NW.,, Wash-
ington, D.C. 20001. Liquid -chemicals,
in bulk, In tank vehicles, from Phila-
delphia, PA, and its commercial zone
to New York, NY, for 180 days. An un-
derlying ETA seeks .90 days authority.
Supporting.shipper(s): Rohm & Haas,
Independence Mall West, Philadel-
phia, PA 19105. Send protests to:
Robert E. Johnstori, District Supervi-
sor, ICC, 9 Clinton Street, Newark, NJ
07102.

MC 124211 (SUb-344TA), filed No-
vember 1, 1978. Applicant: HILT
TRUCK ;LINE, INC, P.O. Box 988
DTS, Omaha, -NE 68101. Representa-
tive: Thomas . Hilt (same as above).
Foods and foodstuffs (except frozen
foods, meats, and packinghouse prod-
ucts as defined by the Commision),
food ingredients; drugs, vitamins,
toilet preparations, food grinders,
water purifiers, can openers, container
lids, cookbooks, seed sprouting kits,
safety matches, candles, and seeds, and
commodities used in 'the ,manufacture,
distribution, and sale of the aforemen-
tioned .commodities (except in bulk, in
tank or hopper type vehicles), from
the facilities of Arrowhead Mills, Inc.,
located, at Hereford, TX and Clovis,
NM to points in FL, NC, MD, MI, IL,
PA, NJ, NY, MA, CT and TN, for 180
days. Supporting shipper(s): Arrow-
head Mills, Inc.; P.O. Box 866, Here-
ford, TX 79045. Send protests to: Car-
roll Russell, ICC, Suite 620, 110 No.
14th Street, Omaha, NE-68102.

M C 126196 (Sub-14TA), filed Novem-
ber 1, 1978. Applicant: BLA-
CHOWSKE TRUCK =INE, INC.,
Rural 'Route 1, Fairmont, AN, 56031.
Representative: Gene P.,Johnson, P.O.
Box 2471, Fargo, ND 58108. Coal, from
points 4n Custer, Rosebud and Trea-
sure Counties, MT; Bowman,
McHenry, McLean and Mercer Coun-
ties, ND and Campbell Crook, John-
son, Sheridan and -Weston Counties,

WY to points In IA on and north of
U.S. Highway 20, MN south .of U.S.
Highway 12 and Campbell County,
SD; and from St. Paul and Newport,
MN to points In MN south of U.S.
Highway 12 and IA on and north of
U:S. Highway 20, for 180 days. An un-
derlying ETA seeks 90 days authority,
SUPPORTING SHIPPERS(S): The
Pillsbury Company, 608 Second
Avenue South, Minneapolis, MN
55402. Blachowske Grain and Feed,
Route 1, Box 233, Fairmont, MN
56031. SEND PROTESTS TO: Dolores
A. Poe, ICC, 414 Federal 'Building &
U.S. Court House, 110 South 4th
Street, Minneapolis, MN 55401.

MC 126844 (Sub.58TA), filed Octo-
ber 17, 1978. Applicant: R.DS,
TRUCKING CO., INC., 1713 North
Main Road, Vineland, NJ '08360. Rep.
resentative: Terrence D. Jones, 2033 X
Street, NW, Washington, D.C. 20006.
Frozen foods, from the fjtclllties of
Stouffer Foods Corporation at Cleve-
land and 'Solon, OH to points In ME,
VT, NH, RI, MA, CT, NY, PA, NJ, DE,
MD, OH, VA and DC, restricted to the
transportation of traffic originating at
the named origins, for 180
days.SUPPORTING SHIPPER(S):
Stouffer Foods Corporation, 5750
Harper Road, Solon, Ohio 44139,
SEND FROTESTS TO: John P. Lynn,
Transp6rtation Specialist, ICC, 428
East State Street, Room 204, Trenton,
NJ 08608.

MC 127478 (Sub-1OTA), filed Novem-
ber 1, 1978. Applicant: WILLIAM M,
HAYES, d.b.a. HAYES TRUCKING
CO., P.O, Box 311 Winterville, GA
30683. Representative: Virgil H. Smith,
Suite 12, 1587 Phoenix Boulevard, At-
lanta, GA 30349. Candy .and confec-
tionary items, dessert preparations,
gumball machines and stands, and ad-.
vertising displays and materials (in'
mechanically refrigerated vehicles,
except in bulk), from the facilities of
Leaf Confectionery, Inc., at Chicago,
IL to points in AL, FL, GA, NC, SC,
TN and VA, for 180 days. Restricted to
shipments originating at the facilities
of Leaf Confectionery, Inc., at Chica-
go, IL and destined to the named des-
tinations. An underlying ETA seeks 90
days authority. SUPPORTING
SHIPPER(S): Leaf Confectionery,
Inc., 1155 N. Cicero Avenue, Chicago,
IL 60651. SEND PROTESTS TO: Sara
K. Davis, ICC, 1252 W. Peachtree
Street, N.W., Room 300, Atlanta, GA
30309.

MC 128837 (Sub-4TA), filed Novem-
ber 1, 1978. Applicant: TRUCKING
SERVICE, INC., P.O. Box 229, Carlin-
ville, IL 62656. Representative: Robert
T. Lawley, 300 -Reisch Building,
Springfield, IL 62701. Steel pipe and
tubing, from Staunton, IL to points In
GA, IA, KS, KY, LA, MI, MO, MS,
NE, NC, ND, OH, OK, PA, SC, SD,
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TN, TX, and WI, for 180 days. An un-
derlying ETA seeks 90 days authority.
SUPPORTING SHIPPER(S): Living-
ston- Pipe & Tubing, Inc., P.O. Box
300, Staunton, IL 62088. SEND PRO-
TESTS TO: Charles D. Little, ICC, 414
Leland Office Buildiig, 527 East Cap-
itol Avenue, Springfield, IL 62701

MC 129032 (Sub-59TA), filed Octo-
ber 17, 1978. Applicant: TOM INMAN
TRUCKING, INC., 6015 So. 49th West
Avenue, Tulsa, OK 74107- Representa-
tive: David R. Worthington, 6015 So.
49th West Avenue, Tulsa, OK 74107.
Fresh and frozen meat products in
boxes (except hides and commodities
in bulk, in tank vehicles), from the
facilities of Packerland Packing Com-
pany, Inc., at Green Bay, WI to the
State of CA, for 180 days. An underly-
ing ETA seeks 90 days authority. SUP-
PORTING SHIPPER(S): Packerland
Packing Co., Inc., P.O. Box 1184,
Green Bwy, WI 54305. SEND PRO-
TESTS TO: Connie Stanley, Transpor-
tation Assistant, Room 240, Old Post
Office- & Courthouse Building, 215
N.W. 3rd, Oklahoma City, OK 73102

MC 134235 (Sub-12TA), filed Novem-
ber 20, 1978. KURNLE BROTHERS,
INC., 15625 Chillocothe Road, P.O.
Box 128, Chagrin Falls; OH 44022.
Representative: Kenneth T Johnson,
Ronald W. Malin, Bankers Trust
Building, Jamestown, NY 14701. Unit
construction drainage systems and
parts and components therefor, in flat
bed trailers, from-the plant site of Aco
Drain, Incorporated at or near Char-
don, OH to points in MI, WI, IL, MO,
IN. PA, NY, WV, VA, KY, TN, MS,
AL, GA, NC, SC and FL, for 180 days.
SUPPORTING SHIPPER: Aco Drain,
Incorporated, 29525 Chagrin Blvd.,
Cleveland, OH. SEND PROTESTS
TO: ICC, 731 Federal Building, 1240
East 9th Street, Cleveland, OH 44199.

MC 134235 (Sub-12TA), filed Novem-
ber 20, 1978. Applicant: KHNUELE
BROTHERS, INC., 15625 Chillocothe
Road, P.O. Box 128, Chagrin Falls, OH
4 022. Representative: Kenneth T.
Johnson, Ronald W. Malin, Bankers
Trust Building, Jamestown, NY 14701. -
Unit construction drainage systems
and parts and components therefor, in
flat bed trailers, from the plant site of
Aco Drain, Incorporated at or near
Chardon, OH to points in MI, WI, IL,
MO, IN, PA, NY, WV, VA, KY, TN,
MS, AL, GA, NC, SC and FL, for 180
days. Supporting Shipper. Aco Drain,
Incorporated, 29525 Chagrin Blvd.,
Cleveland, OH. Send protests to: ICC,
731 Federal Building, 1240 East 9th
Street, Cleveland, OH 44199.

MC 134477 (Sub-285TA), filed No-
vember 1, 1978. Applicant: SCHANNO
TRANSPORTATION, INC.. 5 West
Mendota Road, West St. Paul, MN
55118. Representative: Robert P. Sack,
P.O. Box 6010, West St. Paul, MN

NOTICES

'55118. Matches and woodenware, from
Cloquet, .MN to Dayton, OH, for 180
days. An underlying ETA seeks 90
days authority. SUPPORTING
SHIPPER(S): Diamond International
Corp., 733 Third Avenue, New York,
NY 10017. SEND PROTESTS TO: De-
lores A. Poe, ICC, 414 Federal Build-
ing & U.S. Court House, 110 South 4th
Street, Minneapolis, MN 55401.

MC 136228 (Sub-35TA), filed Octo-
ber 17, 1978. Applicant: LUISI
TRUCK LINES, INC., P.O. Box H.
Milton-Freewater, Oreg. 97862. Repre-
sentative: Philip G. Skofstad, P.O. Box
594, 1300 N.E. Linden, Gresham, Oreg.
97030. Frozen fruits and vegetables, be-
tween Weston, Oreg. and Walia Walla,
Wash., for 180 days. An underlying
ETA seeks 90 days authority. SUP-
PORTING SHIPPER: Jones-Normel
Foods, Inc.. P.O. Box 68. Weston.
Oreg. 97886. SEND PROTESTS TO:
R. V. Dubay, ICC, 114 Pioneer Court-
house, Portland, Oreg. 97204.

MC 136511 (Sub-29TA), filed-Novem-
ber 22. 1978. Applicant: VIRGINIA
APPALACHIAN LUMBER CORPO-
RATION, 9640 Timberlake Road,
Lynchburg, VA 24502. Representative:
Elizabeth A. Purcell, 805 McLachlen
Bank Bldg., 666 l1th Street, NW,
Washington, DC 20001. Nlewfurniture,
from Waynesboro, VA to points in AZ,
CA, NV, TX, OK; Denver, CO and-Salt
Lake City, UT, for 180 days. An under-
lying ETA seeks 90 days authority.
Supporting shippers: John J. Virag,
PEresident, Interlock Furniture Indus-
tries of Va., Inc., P.O. Box 2206,
Waynesboro, VA 22980; Donn Flem,
Traffic Manager, Breuners, 3201 Fos-
torla, San Ramon, CA 94583. Send pro-
tests to: Paul D. Collins, ICC, 10-502
Federal Bldg., 400 N. 8th St., Rich-
mond, VA 23240.

MC 136605 (Sub-81TA), filed Novem-
ber 29, 1978. Applicant: DAVIS BROS.
DIST., INC., P.O. Box 8058, Mlssoula.
MT 59807. Representative: Allen P.
Felton (same address as applicant).
Poly coated iron and steel articles,
from the facilities of Simcote, Inc., lo-
cated at or near St. Paul, IN, to
points in the United States in and west
of ND, SD. NE, KS, OK, and TK
(except AK & HI), for 180 days. An
underlying ETA seeks 90 days authori-
ty. SUPPORTING SHIPPER: Sim-
cote, Inc.. P.O. Box 97, Newport, MN
55055. SEND PROTESTS TO: Paul J.
Labane, ICC, 2602 First Avenue North,
Billings, MT 59101.

MC 136635 (Sub-12TA), filed Novem-
ber 1, 1978. Applicant: UNIVERSAL
CARTAGE, INC., 640 W. Ireland
Road, South Bend, IN 46614. Repre-
sentative: Donald W. Smith, P.O. Box
40659, Indianapolis, IN 46240. Auto-
motive parts, (1) from points in OH,
WI, Lower Peninsula of MI, PA; East
Hartford, CT; Saco, ME, and St. Louis,
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MO, to the facilities of A. M. General
Corporation at South Bend. IN. (2)
from the facilities of A. M. General at
South Bend, IN, to Rockford, IL, for
180 days. An underlying ETA seeks 90
days authority. SUPPORTING
SHIPPER(S): A. M. General Corpora-
tion. 701 West Chippewa Avenue.
South Bend,. IN 46614. SEND PRO-
TESTS TO: J. H. Gray, ICC. 343 West
Wayne Street, Suite 113, Fort Wayne,
IN 46802.

MC 136782 (Sub-6TA), filed Novem-
ber 1, 1978. Applicant: RAN.
TRUCKING COMPANY, P.O. Box
367, Wheatland, PA 16161. Repre-
sentatIve: Warren W. Wallin, 10 S. La-
Salle Street, Suite 1600. Chicago. 1IL
60603. Meat, meat products, and meat
by-products as described in Appendir I
to the report in Descriptions in Motor
Carrier Certificates, 61 M.C.C. 209 and
766, (except commodities in bulk),
from the facilities of Dinner Bell
Meats, Inc., at Cleveland, OH, and the
facilities of Dinner Bell Foods, Inc., at
Defiance and Troy, OH to Windsor
Locks, CT and points in the NY, NY
Commercial Zone, for 180 days. An un-
derlying ETA seeks 90 days authority.
SUPPORTING SHIPPER(S): Dinner
Bell Foods, Inc., P. 0. Box 388, Defi-
ance OH 43512. Dinner Bell Meats,
Inc.. 2699 E. 51st Street, Cleveland,
OH. SEND PROTESTS TO: John J.
England. ICC, 1000 Liberty Avenue,
2111 Federal Building, Pittsburgh, PA
15222.

MC 138676 (Sub-IOTA), filed Novem-
ber 13, 1978. Applicant: O-J TRANS-
PORT COMPANY, 10290 Gratiot, De-
troit, Michigan. Representative:
Robert EL McFarland, McFarland &
Bullard, 999 West Big Beaver Road,
Suite 1002, Troy, Michigan 48084.
General commodities (except those of
unusual value, Classes A and B explo-
sives, household goods as defined by
the Commission, commodities in bulk,
and those requiring special equip-
ment) between Midland, M, on the
one hand, and, on the other, points in
IL: IN; WI; that part of IA on and east
of a line beginning at the IA-MO
border and extending north along
Hwy 1-35 to the IA-MN border;, and
that part of MN on, east, and south of
a line beginning at the IA-MN border
and extending north along Hwy 1-35
to Its intersection with Hwy 1-35W,
north along Hwy 1-35W to its intersec-
tion with Hwy 1-494, west and north
along 1-494 to its intersection with
Hwy 1-694. east and south along Hwy
1-694 to Its intersection with 1-94, and
east along 1-94 to the WI-MN border,
for 180 days. An underlying ETA seeks
90 days authority. SUPPORTING
SHIPPERS: There are approximately
(5) statements of support; which may
be examined at the field office named
below. SEND PROTESTS TO: Timo-
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thy S., Quinn, ICC, 604 Federal Build-
ing & U.S. Courthouse, 231 W. La-
fayette Blvd., Detroit, Mich. 48226.

MC 138882 (Sub-169TA), filed Octo-
ber 17, 1978. Applicant: WILEY
SANDERS TRUCK LINES, INC., P.O.
Drawer 707, Troy, Ala. 36081. Repre-
sentative: George A. Olsen, P.O. Box
'357, Gladstone, N.J. 07934. Lumber
and lumber mill products, from points
in California to points in Kentucky,
for 180 days. An underlying ETA seeks
90 days authority. SUPPORTING
SHIPPER: Steel City Lumber Compa-
ny, 3100 Lorna Road, Birmingham,
Ala. 35216. SEND PROTESTS .TO:
Mabel E. Holston, ICC, room 1616-
2121 Building, Birmingham, Ala.
35203.

MC 139482 (Sub-71TA), filed Octo-
ber 26, 1978. Applicant: NEW ULM
FREIGHT LINES, INC., P. 0. Box
877, New Ulm, Minn. 56073. Repre-
sentative: James E. Ballenthin, 630
Osborn Building,, St. Paul, Minn.
55102. Foodstuffs (in vehicles equipped
with mechanical refrigeration) from
the plantsites of Hershey Chocolate
Company and H. B. Reese Company
located in Derry Township, Dauphin
County, Pa. and Y & S" Candies, Inc.
located -in E. Hempfield Township,
Lancaster County, Pa., to points in
MIch., for 180 days. An underlying
ETA seeks 90 days authority. SUP-

'PORTING SHIPPER(S): Hershey-
Chocolate Company, 19 East Choco-
late Avenue, Hershey, Pa. 17033.
SEND PROTESTS TO: Delores A.
Poe, ICC, 414 Federal Building & U.S.
Court House, 110 South 4th Street,
Minneapolis, Minn. 55401.

MC 139485 (Sub-12TA), filed Novem-
ber 1, 1978. Applicant: TRANS CON-
TINENTAL CARRIERS, INC., 169
East Liberty Avenue, Anaheim, CA
92803. Representative: David P. Chris-
tianson, 707 Wilshire Boulevard, Suite
1800, Los Angeles, CA 90017. Authori-
ty sought to operate as a contract car-
tier, by motor vehicle over irregular
routes, transporting: Building materi-
als, between Medina County and
Cuyahoga County, OH; MD; and PA,
on the one hand, and, on the other,
points in the United States, under a
continuing contract or contracts with
Donn Products, Inc., for 180 days. An
underlying ETA seeks 90 days authori-
ty. SUPPORTING SHIPPER(S):
Donn Products, Inc., 1000 Crocker
Road, Westlake, OH 44145. SEND
PROTESTS TO: Irene Carlos, ICC,
Room 1321 Federal Building, 300
North Los Angeles Street, Los Angeles,
CA 90012.

MC-139485 (Sub-13TA), filed Novem-
ber i, -1978. Applicant: TRANS CON-
TINENTAL CARRIERS, INC., 169
East Liberty Avenue, Anaheim, CA
92803. Representative: David P. Chris-
tianson, 707 Wilshire Boulevard, Suite

1800, Los Angeles, CA 90017. Authori-
ty sought to operate as a contract car,
rier, by motor vehicle, over irregular
routes, transporting: Polyester body
filler, polishing and cleaning com-
pounds, tools, parts and accessories,
buffing pads, cleaning cloths, putty
and paint, from Stark County, OH, to
IN, .IL, WI, MN, IA, MO, AR, LA, TX,
OK, KS, NE, SD, ND, MT, WY, AZ,-
UT, ID, NV, WA, OR, NM, CO and
CA, under- a continuing, contract or
contracts with U.S. Chemical & Plas-
tics Company, for 180 days. An under-
lying ETA seeks 90 days authority.
Supporting shipper(s): U.S. Chemical
& Plastics Company, 1446 Tuscarawas
West Street, Canton, OH 44706. Send
protests to: -Irene Carlos, ICC, Room
-1321 Federal .Building, 300 North Los
Angeles Street, Los Angeles, CA 90012.

MC 139485 (Sub-14TA), filed Novem-
ber 1, 1978. Applicant: TRANS CON-
TINENTAL CARRIERS, INC., 169
East Liberty Avenue, Anaheim,' CA
92803. Representative: David P. Chris-
tianson, 707 Wilshire Boulevard, Suite
1800, Los Angeles, CA 90017. Authori-
ty sought to operate as a contract car-
rier, by motor vehicle, over irregular
routes, transporting: Paint, paint ad-
ditives and paint accessories, from
Cuyahoga County, OH; and Queens
County, NY, to points in the United
States, under a continuing contract or
contracts with Limbacher Paint &
Color Works, Inc., for 180 days. An un-
derlying ETA seeks 90 days authority.
Supporting shipper(s): Limbacher
Paint & Color Works, Inc., 13000
Athens Avenue, Lakewood, OH 44107.
Send protests to: Irene Carlos, ICC,
Room 1321 Federal Building, 300
North Los Angeles Street, Los Angeles,
CA 90012;

MC 140086 (Sub-ITA), filed October
11, 1978. Applicant: De LARIA
TRANSPORT, INC., 327 8th Avenue
-N.W., New Brighton, MN 55112. Rep-
resentative: Bruce A. Rasmussen, 1110
Northwestern Bank Building, Minne-
apolis, MN 55402. -Crude coffee oil, in
bulk, in tank vehicles, from Gonvick,
MN, to Ripon, CA, for 180 days. An
underlying ETA seeks 90 days authori-
ty. Supporting shippen Northern Sun
Products Co., P.O. Box 646, "Gonvick
MN 56644. Send protests to: Delores A.
Poe, ICC, '414 Federal Building, 110
South 4th Street, U.S. Court House,
Minneapolis, MN 55401.

MC 142508 (Sub-39TA), filed Novem-
ber 1, ,1978. Applicant: NATIONAL
TRANSPORTATION, INC., P.O. Box
37465, 10810 South 144th , Street,
Omaha, NE 68137; Representative:
Lanny -N.- Fauss, P.O. Box 37096,
Omaha, NE 68137. Such commodities
as are used or dealt in by manufactur-
ers of motor vehicle parts and supplies
(except commodities in bulk), from
points ,in MI and OH to the facilities

of Standard Motor Products, Inc., at
Long Island City, NY, for 180 days.
Supporting shipper(s): Standard
Motor Products, Inc., 27-18 Northern
Boulevard, Long Island City, NY
11101. Send protests to: Carroll Rus.
sell, ICC, Suite 620, 110 No. 14th
Street, Omaha, NE 68102.

MC 142686 (Sub-IOTA), filed Novem-
ber 1, 1978. Applicant: MID-WEST-
ERN TRANSPORT, INC., 10506
South Shoemaker, Santa Fe Springs,
CA 90670. Representative: Joseph
Fazio (same as above). Authority
sought to operate as a contract carri-
er, by motor vehicle, over irregular
routes, transporting: Air conditioning
equipment, and material; and supplies
used in the manufacture, distribution,
and installation thereof, from the
facilities of Bohn Heat Transfer Divi-
sion, Gulf & Western Manufacturing
Company at Los Angeles, CA to
Akron, Cincinnati, Cleveland and Co-
lumbus, OH; Albany, College Park and
Dublin, GA; Birmingham, AL; Chicago
and National Stockyard, IL; Detroit,
MI; East Franklin, NC; Grand Jtlnc-
tion, CO; Hill AFB, 'VT; New York,
NY; Newark, NJ; North Miami and
Tampa, FL; Philadelphia and Pitts-
burgh, PA; Springfield, MA; Staunton,
VA; St. Louis, MO; and Tyler, TX,
under a continuing contract or con-
tracts with Bohn Heat Transfer Divi-
sion, for 180 days. Supporting
shipper(s): Bohn Heat Transfer Divi-
sion, 1625 East Voordees Street, Dan-
ville, IL 61832. Send protests to: Irene
Carlos, ICC, Room 1321 Federal Build-
ing, 300 North Los Angeles Street, Los
Angeles, CA 90012.

MC 142909 (Sub-3TA), filed Novem-
ber 28, 1P78. Applicant: TIMBER
TRUCKING, INC., 4100 South West
Temple, Salt Lake City, UT 84107.
Representative: Irene Warr, 430 Judge
Building, Salt Lake City, UT 84111.
Laminated beams, from the facilities
of Glu-Laminated Wood Systems, Inc,,
at or near Magna, UT, to CO, NM, and
AZ. Supporting shipper: Glu-Laminat-
ed Wood Systems, Inc., 3909 South 800
West, Magna, UT 84044. Send protests
to: Lyle D. Helfer, ICC, Room 5301,
Federal Building, 125 South State
Street, Salt Lake City, UT 84138.

NoTE.-An underlying ETA seeks 90 (lays
authority.

MC 143127 (Sub-17TA), filed Novem-
ber 1, 1978. Applicant: K. J, TRANS-
PORTATION, INC., 1000 Jefferson
Road, P. 0. Box 9764,.Rochester, NY
14623. Representative: John M. Nader,
1600 Citizens Plaza, Louisville, KY
40202. Empty glass bottles, one gallon
or less in capacity, from the facilities
of the National Bottle Co., at or near
Vienna, WV to points in KY, NJ, PA
and NY, for 180 days, An underlying
ETA seeks 90 days authority. SUP-
PORTING SHIPPER(S): National
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Bottle Company, 1 Bala Cynwyd
Plaza, Bala Cynwyd, PA 19004. SEND
PROTESTS TO: JCC, U . S. Court-
house & Federal Building, 100 S. Clin-
ton Street, Room: 1259, Syracuse. NY
13260.

MC-143276 (Sub-8TA), filed October
17, 1978. Applicant: WEAVER
TRANSPORTATION COMPANY,
5452 Oakdale Road, Smyrna, GA
30080. Representative: Jack Weaver,
5452 Oakdale Road, Smyrna, GA
30080. Roofing, materials, viz: Roofing
material rolls, asphalt rooJing, compo-
sition shi-Agles and composition roof-
ing, from the plantsite of Johns-Man-
ville Sales Corp., at or near Savannah,
Chatham County, GA to all points in
TN and NC, for 180 days. An underly-
ing ETA seeks 90 days authority. SUP-
PORTING SHIPPER(S): John-Man-
ville Sales Corp., 3300 Holcomb Bridge
Road, lorcross, GA 30092. SEND
PROTESTS TO: Sara K. Davis, Trans-
portation Assistant, ICC, 1252 W.
Peachtree Street, NW, Room 300, At-
lanta, GA 30309.

MC 144203 (Sub-2TA), filed Novem-
ber 1, 1978.- Applicant: HERMAN
BROS., INC., 2565 ST. Marys Avenue,
P. 0. Box 189, Omaha, NE 6810L Rep-
resentative: Duane I, Stromer (Same
as above). Authority sought to operate
as a contract carrier, by motor Vehicle,
over irregular routes, transporting-
Flour and middlings, in bulk and pack-
ages, from the facilities of ConAgra,
Inc., Decatur, AL to points in FL, GA.
KY, IL, IN, MS, TN and WV, under a
continuing contract with Conagra,
Inc., for 180 days. An underlying ETA
seeks 90 days authority. SUPPORT-
ING SHIPPER(S): Conagra, Inc., 200
Kiewit Plaza, Omaha, NE 68131.
SEND PROTESTS TO: Carroll Rus-
sell, ICC, Suite 620, 110 No. 14th
Street, Omaha, NE 68102.

MC 144298 (Sub-4TA), filed October
30, 1978. Applicant: MASTER TRANS-
PORT SERVICES, INC., 5000 Wyo-
ming Avenue-Suite 203, Dearborn,
Mich. 48126. Representative: William
B. Elmer, 21635 East Nine Mile Road.
St. Clair Shores, Mich. 48080. Authori-
ty sought to operate as a contract car-

'ier by motor vehicle, over irregular
routes, transporting* Foodstuffs, in-me-
chanically refrigerated equipment,
from Detroit, Mich., to ,Sarasota -and
Orlando,- Fla., --for 180 days. SUP-
PORTING SHIPPER: Fred Sanders,
100 Oakman Blvd., Detroit, Mich.
48203. SEND PROTESTS TO: Tim
Quinn, District Supervisor, ICC, 604
Federal Bldg., and U. S. Courthouse,
231 W. Lafayette Blvd., Detroit, Mich.
48226. Under a continuing contract or
contracts with Fred Sanders.

. MC 144326 (Sub-STA), filed Novem-
ber-1, 1978. Applicant RICHARDSON
TRUCKING, INC, 603 8th -Street,
Greeley, CO 8063L Representative:
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William Fred Cantonwine (Same as
above). Animal and poultryfeeds, from
Farmland Industries, Inc., Kansas
City, KS to points in CO. for 180 days.
SUPPORTING SHIPPER(S): Farm-
land Industries, Inc., P. 0. Box 7305.
Kansas City. KS 64116. SEND PRO-
TESTS TO: R. L. Buchanan, ICC, 402
U. S. Customs House, 721 9th Street.
Denver, CO 80202.

MC 144652 (Sub-ITA). filed Novem-
ber 21. 1978. Applicant: SATELLITE
TRANSPORT, INC., P.O. Box 207.
Flora, IN 46929. Representative:
Robert W. Loser II. 1009 Chamber of
Commerce Bldg.. Indianapolis, IN
46204. Authority sought to operate as
a Contract carrier, by motor vehicle,
over irregular routes, transporting.
Dry feed and feed ingredients, animal
health aids and sanitation products,
between the facilities of Allied Mills,
Inc., located at or near Castleton and
Ft. Wayne, Indiana on the one hand,
and, on the other, points in KY. IL,
MI and OH. RESTRICTION: Re-
stricted to service to be performed
under a continuing contract, or con-
tracts with Allied Mills, Inc., for 180
days. Supporting shipper: Allied Mills,
Inc., 450 West Wilson Bridge Road.
P.O. Box 599, Worthington, Ohio
43085. Send Protests to: Justice H.
Gray, Transportation Specialist. Inter-
state Commerce Commission. Bureau
of Motor Carriers, 345 W. Wayne
Street, Suite 133, Ft. Wayne, Indiana
46802.

MC 144688 (Sub-IOTA), filed Novem-
-ber 1, 1978. Applicant: READY

TRUCKING, INC., 4722 Lake Mirror
Place, Forest Park, GA 30050. Repre-
sentative: Lavern R. Holdeman, 521
South 14th Street, P.O. Box 81849.
Lincoln, NE 68501. Sugar and corn
syrup, or blends thereof, from the facil-
ities of Dandy Distributors, Inc., at or
near Atlanta, GA, to points In the
states of NC, SC, and TN, for 180 days.
An underlying ETA seeks 90 days au-
thority. SUPPORTING SHIPPER(S):
Dandy Distributors, Inc., 1035 Donnel-
ly Avenue, SW., P.O. Box 11496, Atlan-
ta, GA 30310. SEND PROTESTS TO:
Sara K. Davis. ICC, 1252 W. Peachtree
Street, NW., Room 300, Atlanta, GA
30309.

MC 144819 (Sub-3TA). filed Novem-
ber 1, 1978. Applicant: C & N TRANS-
PORT, INC., P.O. Box 82609, Oklaho-
ma City, OK 73108.Representative: C.
L. Phillips, Room 248-Classen Ter-
race Building, Oklahdma City. OK
73106. Pipeline coating materials,
except, in bulk, from Madison. CT to
job site locations of Seamless Pipeline
Coatings, Inc.. in the states of LA, AR,
MO, IL, IA, WI, MN, ND, SD, NE, KS,
OK, TX. NM. CO. WY, MT. ID, UT,

-AZ. WA, OR, CA and NV, for 180 days.
SUPPORTING SHIPPERS(S): Seam-
less Pipeline Coatings, Inc., Box 511.
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Madison. CT 06443. SEND PRO-,
TESTS TO: Cpnnle Stanley, ICC,
Room 240 Old Post Office and Court
House Building, 215 NW. 3rd, Oklaho-
ma City, OK 73102.

MC 144855 (Sub-6TA), filed Novem-
ber 1, 1978. Applicant: TRANS CON-
TINENTAL CARRIERS, INC., 169
East Liberty Avenue, Anahiem,7 CA
92803. Representative: David P. Chris-
tianson, 707 Wilshire Boulevard, Suite
1800, Los Angeles, CA 90017. (1) Foods,
foodstuffs, food-treating compounds,
chemicals and additives (except in
bulk), and advertising paraphernalia;
and materials, equipment and supplies
used in the manufacture, preparation,
sales and distribution of spices, ex-
tracts, convenience foods, confection-
ery products, food products, salad
dressing and foodstuffs (except in
bulk), and (2) commodities, the trans -
portation of which is exempt from reg-
ulation under the provisions of Sec-
tion 203(b) of the Interstate Com-
merce Act, in mixed loads with the
commodities described in (1) above, be-
tween facilities utilized by McCormick
& Co., Inc., and its subsidiaries in the
United States, on the one hand, and,
on the other, points in the United
States, for 180 days. SUPPORTING
SHIPPER(S): McCormick and Compa-
ny. Inc., 414 Light Street, Baltimore.
MD 21202. SEND PROTESTS TO:
Irene Carlos, ICC. Room 1321 Federal
Building, 300 North Los An,-eles
Street, Los Angeles, CA 90012.

MC 144927 (Sub-5TA), fied Novem-
ber 24, 1978. Applicant: REMINGTON
FREIGHT LINES, INC., (An Indiana
Corporation), Box 315, U.S. 21 West,
Remington. Indiana 47977. Repre-
sentatIve: Robert B. Hebert, Harrison,
Moberly & Gaston. 320 North Merid-
fan Street, 777 Chamber of Commerce
Building, Indianapolis, Indiana 46204,
(317) 639-4511. Foodstuffs, (except in
bulk), from Union City and Los Ange-
les, CA: Alsip and Chicago, L Lith-
onia, GA; Union. NJ and Mayland, TN
to all points In the U.S, except AK
and HI; and Materials and supplies
used in the manufacture of foodstuffs,
(except in bulk), from all points in the
US., (except AK and HI), to the facili-
ties of Griffith ILaboratories, USA.,
Inc., at Union City and Los Angeles,
CA: Alsip and Chicago, L Lithonia,
Ga; Union. NJ; and Mayland, TN. for
180 days. SUPPORTING SHIPPER:
Griffith Laboratories, U.S.A., Inc .
12200 South Central Avenue, Alsip, IlL
60658. SEND PROTESTS TO: J. G.
Gray, ICC, 343 West Sayne Street,
Suite 113, Fort Wayne, Ind. 46802.

MC 145174 (Sub-2TA), filed October
30, 1978. Applicant NORTH FORTY
LINES, INC., 6700 Driftwood Lane,.
Missoula, Mont. 59801. Representa-
tive: Bruce K. Meier (same address as
applicant). Authority sought to oper-.

FEDERAL REGISTER, VOL 43, NO. 247-FRIDAY, ,DECEMBER 22, 1978



59956

ate as a contract carrier, by motor ve-
hicle, over irregular routes, transport-
ing: All wood and wood products, and
building materials and supplies from
all points in California, Idaho, Mon-
tana, Oregon and Washington to all
points in Colorado, for 180 days. An
underlying ETA seeks 90 days authori-
ty. SUPPORTING SHIPPER(S): De-
pendable Lumber & Supply Co., 1376-
5th Street, Denver, Colo.. 80204. SEND
PROTESTS TO: District Supervisor
Paul J. Labane, ICC, 2602 First
Avenue North, Billings, Mont. 59101.
Under a continuing contract or con-
tracts with Dependable Lumber &
Supply Co.

MC 145400 (Sub-ITA), filed Novem-
ber 21, 1978. Applicant: HERBERT
TRUCKING, INC., Rural Route No. 1,"
Macon, IL 62544. Representative:
Robert T. Lawley, 300 Reisch Bldg.,
Springfield, IL 62701. Authority
sought to operate as a contract carrier
by motor vehicle, over irregular
routes, transporting: fork lift trucks,
yard . tractors, trackmobiles, aerial
platform, lifts, and material handling
equipment, between points in AR, IL,
IN, IA, KY, KS, MN, MI, MO, PA, TN
and WI for 180 days, under a continu-
Ing contract or contracts with Wiese
Planning & Engineering, Inc. An un-
derlying ETA seeks 90 days authority.
Supporting Shippen WIESE PLAN-
NINO & ENGINEERING, INC., 3500
North 27th St., Decatur, IL. Send Pro-
tests To: Charles Little, District Su-
pervisor, Interstate Commerce Com-
mission- 4th Fl., Leland Bldg., 527.E.
Capitol, Springfield, IL 62701.
. MC 145515 (Sub-ITA), filed October
17, 1978. Applicant: GREENE'S
CARTAGE CO., INC., 1934 Avalon
Avenue, Muscle Shoals, AL 35660.
Representative: Robert E. Born, Suite
508, 1447 Peachtree Street, NE, Atlan-
ta, GA 30309. Aluminum articles frbm'
the faclities' of Ford Motor Company
at or near Sheffield, AL to Dearborn,
Detroit, Hillsdale, Livonia, St. Clair,
and Southfield, MI and Cleveland,
Lima, Madisonville, and Sharonville,
OH: and Materials, equipment, and
supplies used in the. manufacture or
distribution of Aluminum -rticles,
from Schiller Park, IL, Dearborn, De-
troit, Hillsdale, Howell, Livonia; Port
Huron, St. Clair and Southfield, MI
and Cincinnati, Cleveland, Dayton,
Fayette, Lima, Madisonville, Mt.
Gilead, and Sharonville, OH to the
facilities of Ford Motor Company at or
near Sheffield, AL, for .180 days. An
underlying ETA seeks 90 days authori-
ty. Supporting shipper(s): Ford Motor
Company, 2019 Ford Road, Sheffield, -
AL 35660. Send protests to: Mable E..
Holston, Transportation Assistant,
ICC, Room 1616, 2121 Building, Bir-
mingham, AL 35203.
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MC 145566 (Sub-2TA), filed Novem-
ber 1, 1978. Applicant: B & K ENTER-
PRISES, 7950 S. 27th Street, Oak
Creek, WI 53154. Representative:
Terry W. Kultgen, 5605 Brookhaven
Drive, Racine, WI 53406. Shipments of
heavy and specialized commodities or
articles requiring special equipment or
special handling outside the scope of
the certificates of general commodities
motor common carriers, -from the
facilities of Oven Systems, Inc., New
Berlin, W1, on the one hand, and, on
the other all points in the States of
AR and TX, for 180 days. -An underly-
ing ETA seeks 90 days authority. Sup-
porting shipper(s): Oven Systems, Inc.
16875 W. Ryerson Road, New Berlin,
WI 53151. Send protests to: Gail
Daugherty, ICC, U.S. Federal Building
& Courthouse, 517 East Wisconsin
Avenue, Room 619, Milwaukee, WI
53202.

MC'145600 (Sub-ITA), filed Novem-
ber 1, 1978. Applicant: JAMES A.
ROLLERI, d.b.a. JIM ROLLERI
TRUCKING COMPANY, P.O. Box
2374, Redding, CA 96001. Representa-
tive: Duane Rolleri (same as above).
Authority sought to operate as a con-
tract carrier, by-motor vehicle, over ir-
regular routes, transporting: Wood
pulp, in bales from Crown Zellerbach
at or near Fairhaven, Eureka, Samoa,
CA to the Counties of Shasta and
Tehama, CA with a subsequent out-of-
state movement via rail, under a con-
tinuing contrget or contracts with
Crown Zellerbach Corporation, for 180
days. An underlying ETA seeks 90
days authority. Supporting.'shipper(s):
Crown Zellerbach Corporation, One
Bush Street, San Francisco, CA 94119.
.Send protests to: A. J. Rodriguez, 211
Main Street, Suite 500, San Francisco,
CA 94105.

MC 145665 (Sub-ITA), filed Novem-
ber 1, 1978. Applicant: QUALI-T-
RUCK SERVICE, INC., 2784 So. Rail-
road Avenue, Fresno, CA 93725. Rep-

-resentaive: Dale Mendoza (same as
above). Authority sought to operate as
a contract carriei, by motor vehicle,
over irregular routes,-transporting: Fi-
breboard boxes, excluding shipments
in bulk or in tank vehicles, between
Fresno, CA and Stockton, CA, under a
continuing contract or contracts with
Container Corporation of America, for
180 days. An underlying ETA seeks 90
days authority. Supporting shipper(s):
Container Corporation of America,
2800 De La Cruz Boulevard, Santa
Clara, CA 95050. Send protests to: Mi-
chaelM. Butler, ICC, 211 Main-Suite
500, San Francisco, CA 94105.

MC 145676 (Sub-ITA), filed October
31, 1978. Applicant: 'JOHN
BREITWEISER TRUCKING, INC.,
R.R. #1, Dow, IL 62022. Representa- °

tive: Robert T. Lawley, 300 Reisch
Bldg., Springfield, IL 62701. Authority

sought to operate as a contract carri-
er, by motor vehicle, over Irregular
routes, transporting: Carbonated bev-
erages and flavored syrups, from
Granite City, IL to points in AR, IN,
KS, KY, MO and TN for 180 days,

'under a continuing contract or con-
tracts with Shasta Beverages, a Div. of
Consolidated Foods Company. An tin.
denying ETA seeks 90 days authority.
Supporting Shipper: Shasta Bever-
ages, a Div. of Consolidated Foods
Company, P.O. Box 4617, Hayward,
CA 94545. Send Protests To: Charles
Little, District Supervisor, Interstate
Commerce Commission, 4th Fl.-
Leland Bldg., 527 E. Capitol, Spring-
field, IL 62701.

MC 145683 (Sub-ITA), filed Decem-
ber 4, 1978. Applicant: AGRO-WEST,
INC., P.O. Box 594, Wilder, ID 8 3 61 6.
Representative: Timothy R. Stivers,
P.O. Box 162, Boise, ID 83701. BEN-
TONITE, from the commercial zone of
Adrian, OR, to points in ID and WA,
for 180 days. Applicant has filed an
underlying ETA seeking up to 90 days
of operating authority. Supporting
Shipper: Teague Mineral Products,
Route 1, Nyssa, OR 97913. Send Pro-
tests to Barney L. Hardin, ICC, 1471
Shoreline Drive, Suite 110, Boise, ID
83706.

MC 145685TA, filed November 1,
1978. Applicant: CHARLES OTTO,
d.b.a. OTTO TRANSFER, 417 Elm
Street, Delano, MN 55328. Representa-
tive: John B. Van de North, Jr., 2200
First National Bank Building, St. Paul,
MN 55101. Treated and untreated
poles, posts, sawn timbers, pilings and
lumber, from Minneapolis/St. Paul
Commercial Zone to points In OH, PA,
WV, IN, MI, IL, ND, SD, MO, KS, NE,
TN, KY, IA and WI, for 180 days. St-
porting shipper(s): The Mac Gillis &
Gibbs Co., P.O. Box 12788, New Brigh-
ton, MN 55112. Joslyn Manufacturing
& Supply Company, 49th & France
Avenue North, Minneapolis, MN
55422. Send protests to: Delores A.
Poe, ICC, 414 Federal Building & U.S.
Court House, 110 South 4th Street,
Minneapolis MN 55401.

MC 145724TA, filed October 30,
1978. Applicant: HASTINGS TRANS-
PORTATION, INC., East on Highway
6, Hastings, NE 68901. Representative:
Thomas H. Dahlk, 1000 Woodmen
Tower, Omaha, NE 68102. Authority
sought to operate as a contract carri-
er, by motor vehicle, over irregular
routes, transporting (1) Aluminum
products, from Hastings, NE and
Powell, WY to all points in the United
States, and aluminum and aluminum
materials, from Oswego, NY, Lancas-
ter, PA, Lewisport, KY, Hawesvllle,
KY, Davenport, IA, Terre Haute, IN,
McCook, IL, and Omal, OH to Has-
tings, NE and Powell, WY; (2) canned
and barrelled oil and grease products,
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from Oil City, PA, Bradford. PA,
Kansas City, KS, Oklahoma City, OK,
Houston, TX, and Port Arthur, TX to
points, in NE; and (3) lumber and
building products, from Custer, SD,
Worland, WY, Eugene, OR, Hood
River, OR, Lakewood, CO, Billings,
MT. Yakima, WA, and Wenatchee,
WA to points to NE; and from Dallas,
TX, Corrigan, TX, New Waverly, TX,
Nacogdoches, TX, Jasper, TX, Lufkin,

- TX, Winnfield, LA, Natchitoches, LA.
Urania, LA, Dodsoh, LA, Ruston, LA,
Minden, LA, Plain Dealing, LA, Ham-
mond, LA, and Crossett, AR, to points
in NE, Council Bluffs, IA, Moulton,
LA, Stanberry, MO, Milan, MO, Mary-
ville, MO, Clifton Hill, MO, Kansas
City, MO, Kansas City, KS, Topeka,
KS,, Wichita, KS, and Salina, KS,
under a continuing contract or con-
tracts with: (a) Hastings Irrigation
Pipe Company; (b) Thomsen Oil Com-
pany; (c) Major Oil Company; (d)
Golden Triangle Lumber Co., Inc.; and
(e) American Paneling Factory Outlet,
Inc., for 180 days. Supporting
shipper(s): Hastings Irrigation Pipe
Company, East Highway 6, Hastings,
NE 68901. Send protests to: Max H.
Johnston, ICC, 285 Federal Building
and Court House, 100 Centennial Mall

- North, Lincoln, NE 68508.
MC 145725TA, filed November 1,

1978. Applicant: NATIONAL RAYSAR
COURIER CORP., Route No. 2, Box
17-B, Corydon, KY 42406. Representa-
tive: Louis J. Amato, P.O. Box E, Bowl-
ing Green, KY 42101. Laboratory
specimens and laboratory reports, be-
tween Evansville, IN, on the one hand,
and, on the other, Owensboro, Hart-
ford, Henderson, Bowling Green, Glas-
gow, Scottsville, RussellVille, Elkton,
Franklin, Hopkinsville, Madisonville,
Paducah, Mayfield, and Murray, KY:
Oakland City, Jasper, Washington,
Vincennes, Terre -Haute, Bedford,
Bloomington, Huntingburg, Tell City,
Rockport, and Cannellton, IN: and
Lawrence, Olney, Fairfield, Mt.
Carmel, Carmi, Eldorado, Harrisburg,
Metropolis, Carbondale, Marion, Mt.
Vernon, Centralia, Cairo, Duqwuoin,
West Frankfort, Redbud, Pinckneyvill,
Herrin, and Benton, IL, for 180 days.
An underlying ETA seeks 90 days au-
thority. Supporting shipper(s): Bio-
Science Laboratories, 8417 South
Sherman. Indianapolis, IN 46227. Send.
protests to: Litida H. Sypher, ICC 426
Post Office Building, Louisville, KY
40202.

By the Commission.

H. G, Horis, Jr..
-.Acting Secretary.

[FR Doc. 78-35680 Filed 12-21-78; 8:45 am]

[7035-01-M]

(Notice No. 2341

MOTOR CARRIER TEMPORARY AUTHORITX
APPLICATIONS

DEczEER 14, 1978.
The following are notices of filing of

applications for temporary authority
under Section 210a(a) of the Inter-
state Commerce Act provided for
under the provisions of 49 CFR 1131.3.
These rules provide that an original
and six (6) copies of protests to an ap-
plication may be filed with the field,
official named in the FEDsnAL Rnors-
TER publication no later than the 15th
calendar day after the date the notice
of the filing of the application is pub-
lished n the FEDmL REZsTErs One
copy of the protest must be served on
the applicant, or Its authorized repre-
sentative, if any, and the protestant
must certify that such service has
been made. The protest must identify
the operating authority upon which it
is predicated, specifying the "MC"
docket and "Sub" number and quoting
the particular portion of authority
ipon which it relies. Also, the protes-
tant shall specify the service it can
and will provide and the amount and
type of equipment It will make availa-
ble for use in connection with the serv-
ice contemplated by the TA applica-
tion. The weight accorded a protest
shall be governed by the completeness
and pertinence of the protestant's in-
formation.

Except as otherwise specifically
noted, each applicant states that there
will be no significant effect on the
quality of the human environment re-
sulting-from approval of its applica-
tion.

A copy of the application is on file,
and can be examined at the Office of
the Secretary, Interstate Commerce
Commission, Washington, D. C., and
also in the ICC Field Office to which
protests are to be transmitted.

NoTL.- All applications seek authority to
operate as a common carrier over irregular
routes except as otherwise noted.

MOTOR CARRrms oF Paopmrry

MC 19201 (Sub-129TA), filed Octo-
ber 30. 1978. Applicant: PENNSYLVA.
NIA TRUCK LINES, INC., 49th Street
& Parkside Avenue. Philadelphia, PA
19131. Representative: S. Berne Smith,
100 Pine Street, P.O. Box 1166, Harris-
burg, PA 17108. General commodities,
(except household goods n use as de-
fined by the Commission. commodities
of unusual value, Class A and B explo-
sives, and commodities which because
of size or weight require special equip-
ment), between Cincinnati, OH, on the
one hand, and, on the other, points in
IN, and KY, restricted to shipments
having a prior or subsequent move-
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ment via rail service, for 180 days. An
underlying ETA seeks 90 days authori-
ty. Supporting shipper(s): There are
approximately (10) statements of sup-
port attached to this application
which may be examined at the Inter-
state Commerce Commission in Wash-
Ington. D.C.. or copies thereof which
may be examined at the field office
named below. Send protests to: T_ M.
Esposito Trans. Asst., 600 Arch Street,
Room 3238, Philadelphia, PA 19106

MC 24784 (Sub-16TA). fied Novem-
ber 3, 1978. Applicant: BARRY, INC.,
463 South Water, Olathe, KS 66061.
Representative: Arthur J. Cerra, 2100
TenMain Center, P.O. Box 19251,
Kansas City. MO 64141. Steel contain-
ers, ranging in size from 3 to 57 gal-
lons, from the facilities of Cortland
Container Corp.. in Kansas City. KS
to the commercial zones of St. Joseph,
MO; Omaha. NE: and Ponca City and
Tulsa, OK, for 180 days. An underly-
ing ETA seeks 90 days authority. Sup-
porting shipper(s): Cortland Container
Corp.. Kansas City, KS. Send protests
to: John V. Barry, Room 600. 911
Walnut Street, Kansas City. MO
64106.

MC 26396 (Sub-213TA), filed Novem-
ber 3, 1978. Applicant: POPELKA
TRUCKING CO., d/b/a THE WAG-
GONERS. P.O. Box 990. Livingston,
MT. 59047. Representative: Bradford
E. Kser. P.O. Box 82028, Lincoln.
NE 68501. Lumber, from points in AR.,
to points in Wyoming, Kansas, Nebras-
ka, North Dakota, South Dakota, and
points in MN., located in an north of
Clay, Becker, Hubbard, Cass, Itasca
and Koochiching Counties, MN., for
180 days. An underlying ETA seeks up
to 90 days authority. SUPPORTING
SHIPPER(S): Alvin G. Stoeger Gener-
al Manager, Traffic, Chandler Corpo-
ratior i P.O. Box 2840, Boise, ID 83701.
SEND PROTESTS TO: Paul J.
Labane DS. ICC, 2602 First Avenue
North. Billings, MT 59101.

MC 30605 (Sub-163TA), filed Octo-
ber 19, 1978. Applicant: THE SANTA
FE TRAIL TRANSPORTATION
COMPANY, P.O. Box 56, 433 E. Wa-
terman, Wichita, KS 67202. Repre-
sentative: Silver, Rosen, Fischer &
Stecher. 256 Montgomery, San Fran-
cisco, CA 94104. Authority sought to
operate as a common carrier; by motor
vehicle, over regular routes, transport-
ing: General commodities, except
those of unusual value, Class A & B
explosives, household goods as defined
by the Commission, commodities in
bulk, and commodities requiring spe-
cial equipment, between Houston. TX
including Houston commercial zone
and Dallas, TX from Houston via In-
terstate Highway 45 to Dallas and
return via the same route, serving no,
intermediate points, and serving
Dallas for the purpose of joinder only.
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Further restricted against the' trans-'
portation of shipments where carrier's
origin and destinatioh.are both within
TX, for 180 days. An underlying ETA
seeks 90 days authority. SUPPORT-.
ING SHIPPER(S): No certificates of
support was filed with- this' applica-
tion, SEND PROTESTS, TO: M. E.
Taylor, ICC,' 101 Litwin, Building,
Wichita, KS 67202.

MC 44927(Sub-5TA), filed October
24, 1978. Applicant: RAMS EXPRESS,
d/b/a PRO EXPRESS, 2910 Ross
Street, Los Angeles, CA. 90058. Repre-
sentative: Wyman C. Knapp, 707 Wil-
shire Boulevard, Los Angeles, CA.
90017. Candy and confectionery items
and accompanying advertising mate-
rial, From points in Los Angeles, CA.,
to points located in whole or in part in
Santa Barbara, Ventura, Los Angeles,
Orange and San Diego, Counties; Also
from points in Los Angeles, CA., to
points located in whole'or.in part in
that portion of Riverside County
bounded on the north by Interstate
Highway 10 beginning with the City of
Beaumont, then westerly 'along, Inter-
state Highway 10 to the San Bernar-
dino-Riverside County Line at the City
of Calimesa, then westerly along the
Riverside County Line to its Intersec-
tion with California State Highway al,
then southerly and westerly along the
Riverside County Line to its intersec-
tion with the Riverside-Orange
County Boundary Line, then• souther-
ly along the Riverside-Orange County
Boundary Line to its intersection with
the Riverside-San Diego County
Boundary Line, then easterly along
the Riverside County Boundary Line
to its intersection with Interstate
Highway 15 (U.S. Highway 395), then
northerly along Interstate Highway 15
and Interstate Temporary H Highway
'15E through the City of Perris and
March Air Force Base to its intersec-
tion with California State Highway 60
on the eastern boundary of the City of
Riverside, then easterly on California
State Highway 60 to point of begin-
ning, and including the City of, Beau-
mont, CA anil also from points in Los
Angeles, CA., to points located in
whole or in part in that portion of San
Bernardino County beginning 6n the
north at the intersection of California
State Highway 30 and California State
Hlghwdy 106, then westerly along
California State Highway 30 to its in-
tersection with California State High-
way 83, then southerly along Califor-
nia State Highway. 83 to, California
State Highway 66, then westerly along
California State Highway 66 to the
San Bernardino-Los Angeles County
Boundary Line, , then southerly along
the San Bernardino County Boundary
Line, then northerly 'and easterly
along said boundary line to. its inter-
section with California State Highway
31, then northerly and easterly along

the San Bernardino County Boundary
Line to its intersection with Interstate
Highway 10, :then northwesterly along
Interstate Highway 10 to its intersec-
tiri with 'California State Highway
106, then northerly along' California
State Highway 106 to point of begin-
nipg, and including the Cities.of Men-
tone and Yucaipa; -restricted to ship-
ments originating in Tacoma, WA.,
and' having a prior movement to Los
Angeles, CA., by rail or motor carrier,
for 180 days.

NoTE.-If a hearing is deemed necessary,
applicant requests it be held at Los Angeles
CA. SUPPORTING SHIPPER(S): Brown &
Haley Candy Company, -1940 East 11th
Street, Tacoma, WA. ¢98421. SEND PRO-
TESTS TO: Irene Carlos, ICC. Room 1321
Federal Building, '300 North Los Angeles
Street, Los Angeles, CA. 90012.

MC 55709 (Sub-8TA), filed Novem-
ber- 3, 1978. Applictant: ANDING
TRANSIT, INC., P.O.Box 112, Arena,
WI- 53503. Representative: James A.
Spiegel, 6425 Odana .Road, Madison,
WI 53719. Butter, from points in WI to
Charlotte, NC;, Knoxville and Nash-
ville, TN; Louisville and Springfield,
KY; and Russellville, AR, for 180 days.
An underlying ETA seeks 90 days. au-
thority.-Supporting shipper(s). Burt
Lewis, Inc., 1301 W. 22nd Street, Aak
Brook, IL .6052L Send protests to:

.Ronald Morken, DS, 212 E. Washing-
ton Avenue, Room 317, Madison, WI.
53703.

MC 96286 (Sub-6TA), filed Novem-
ber 2, 1978. Applicant: ECKNOR,
INC., 7 Oakcrest Drive, Huntington
Station, NY 11746- Representative:
Piken & Piken, One-Lefrak City' Plaza,

-Flushing, NY 11368. (1) Animdl feed,
from Tenafly,' Newark, Kearny, and
Secaucus, NJ, to the plantsite and
storage, facilities of Suffolk Agway
Coop., Inc., at or near Riverhead, NY;
(2) Animal feed, from the plantsite
and facilities maintained by Dext.,
Inc.,-Division of ScOpe Industries, at
or near Secaucus, NJ, to points in Suf-
folk County, NY, (3) Fertilizer and fer-

'tilizer 'materials, (in bulk, in dump
trucks), from the plantsite of Bethle-
hem Steel 'Corp., at Bethlehem, PA, to
the plantsite and storage facilities of

'Agway, Inc., at or near Vierhead, NY.,
for 180 days. An underlying ETA seeks
90 dags authority. SUPPORTING
SHIPPER(S): -() Agway, Inc., P.O.
Box 4933, Syracuse, NY. 13221. (2)
Suffolk Agway Coop., Inc.; 1293 Pu-
laski Street, Riverhead, NY 11901. (3)
Dext, Inc., Div., of Scope Industries,
900 Castle Road, Secaucus, NJ. 07094.
SEND PROTESTS TO: Maria B.
KeJss Trans. Asst.' ICC, 26 Federal
Plaza,, New YOrk, NY. 1007

MC 100318 (Sub-2TA), filed Septem-
,ber 28, 1978. 'Applicant: JAMES F.
MOLLENHAUER, .d.b.a., -CITY

-TRANSPORT COMPANY, P.O. Box

1331, Cherry Hill,. N.J. 08002. Repre-
sentative: Ronald Ervas, 2520 PSVS
Building,* Philadelphia, Pa. 18107.
Clothing and wearing apparel, origl-

Inating at or destined to facilities of
Lane 'Bryant, Inc., between Philadel-
phia, Pa., on the one hand, and, on the

'other, points in Deptford Township
(Gloucester' County), N.J.. Trenton,
N.J., and Newark, Del., for 180 days.
An uliderlying ETA seeks 90 days au-
thority. SUPPORTING SHIPPER(S):
Lane Bryant, Inc., 12th & Chestnut
Streets, Philadelphia, Pa. 19107.
SEND PROTESTS TO: John P. Lynn,
ICC, 428 East State Street, Room 204,
Trenton, N.J. 08608'.

MC 103993 (Sub-943TA), filed No-
vember 7, 1978. Applicant: MORGAN
DRIVE-AWAY, INC., 28651 U.S. 20
West, Elkhart, Indiana 46515. Repre-
sentative: Paul D. Borghesant, Attor-
ney at Law, 28651 U.S. 20 West, Elk-
hart,, Indiana 46515. Self-propelled
motor vehicles, in secondary move-
ments, in truckaway service from the
plantsites of Alpha Vehicles, Inc., in
Elkhart and LaPorte Counties, IN, to
points in the United States (except
AK and HI), for 180 days. An underly-
ing ETA seeks 90 days authority. SUP.
PORTING SHIPPER(S): Alpha Vehi-
cles, Inc., 591410 C.R. S South, Elkhart,
IN 46514. SEND-PROTESTS TO: J. H,
Gray. ICC, 343 West Wayne Street,
Suite 113, Fort Wayne. IN 46802.

MC 106074 (Sub-70TA). filed Novem-
ber T. 1978. Applicant:,B & P MOTOR
LINFS, INC., P.O.' Box 741,' Forest
City, NC 28403. Representative: Arlyn
L. Westeirgren, Suite 106, 7101 Mercy
Road, Omaha, NE 68106. Meats and
packinghouse products. From the
facilities of Spencer Foods, Inc. at or

-near Schuyler, NE to points in NC, for
180 days. An underlying ETA seeks 90
days authority. SUPPORTING SHIP-
PER: Spencer Foods, Inc., P.O. Box
544, Schuyler, NE 68661. SEND PRO-
TESTS TO: Terrell Price, ICC, 800
Briar Creek Road, Room CC-516, Mart
Office Building, Charlotte, NC 28205.

MC 107541 (Sub-52TA), filed Octo-
ber 16, 1978. Applicant: WASHING-
TON-OREGON LUMBER FREIGHT-
ERS, INC., 12925 NE. Rockwell Drive,
Vancouver, WA 98665. Representative:
Edward A. Francom (same as above).
Limestone and talc, in bagst from the
facilities of Pfizer, Inc., at or near Vic-
torville and Lucerne Valley, CA to
Portland, Eugene, Salem, St. Helens,
.McNary-and Pilot, Rock, OR; Salt Lake
City, UT; and Seattle, WA and their
respective terminal areas, for 180 days.
An underlying ETA seeks 90 days au-
thority. SUPPORTING

* SHIPPERS(S): Pfizer, Inc., 235 E.
42nd Street, New. York, NY 10017.
SEND PROTESTS TO: R. V. Dubay,
ICC,- 144 Pioneer' Courthouse, Port-
land, OR 97204.--
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MC 109593 (Suib-5TA), filed October
12. 1978. and published in the FEDERAL
REGISTER issue df November 28, 1978.
and republished as corrected this
issue. Applicant: H. R. HILL. d.b.a. H.
R. HILL TRUCIfNG COMPANY,
Box 875, 2007 West Shawnee, Musko-
gee, OK 74401. Representative: Max
G. Morgan, 223 Ciudad Building, Okla-
homa City, OK 73112. Authority
sought to operate as a contract carri-
er, .by motor vehicle, over irregular
routes, transporting- (1) Carbonated
beverages from the facilities of Shasta
Beverages, at or near Houston, TX., to
points in OK and from the facilities of.
Shasta Beverages, at or near Lenexa,
KS to points in OK, that part of TX
on and north of 1-20 and on and- west
of 1-35, that part of AR on and west of-U.S. Hwy. 71; and (2) Equipment ma-
terials, and supplies used in the proc-
essing and distribution of carbonated
beverages (except commodities which
because of size and weight require spe-
dial equipment), from points in OK to
the facilities of Shasta Beverages at or
near Houston. TX and from points in
OK those in that part of TX on and
north of 1-20 and on and west of 1-35,
and that part of. AR on and west of
U.S. Hwy. 71 to the plantsite of Shasta
Beverages at or near Lenexa, KS.
under a continuing contract or con-
tracts with Shasta Beverages, for 180
days. SUPPORTING SHIPPERS(S):
Shasta Beverages, 26901 Industrial
Blvd., Hayward, CA, 94545.- SEND
PROTESTS TO: Connie Stanley
Trans. Asst., Room 240 Old Post
Office & Court House Bldg., 215 NW.
3rd, Oklahoma City, OK. 73102. The
purpose of this republication is to cor-
rect a portion of the territorial de-
scription which was previously omit-
ted in the scope of the application.

MC 111201 (Sub-35TA), filed Octo-
ber 30, 1978. Applicant: Z. N;
ZELLNER & SON TRANSFER COM-
PANY, P.O. Box 91247, East Point,
GA. 30364. Representative: Archie B.
Culbreth, 2200 Century Parkway,
Suite 202, Atlanta, GA. 30345. Plastic
containers and parts for plastic 'con-
tainers, from the facilities of Amoco
Chemicals Corporation at or near
Monroe, GA., to points in Alabama,
Florida, North Carolina, South Caroli-
na, Tennessee and W. Va., for 180
days. An underlying ETA seeks 90
days authority. SUPPORTING
SHIPPERS(S): Amoco Chemicals Cor-
poration, 200 East Randolph Drive,
Chicago, IL 60601. SEND PROTESTS
TO: Sara K. Davis Trans. Asst., ICC,
1252 W. Peachtree Street NW., Room
300, Atlanta, GA 30309.

MC 111812 (Sub-600TA). filed No-
vember 1, 1978. Applicant: MIDWEST
COAST TRANSPORT, INC., P.O. Box
1233, Sioux Falls, SD 57101. Repre-
sentative: Ralph H. Jinks, P.O. Box

1233. Sioux Falls. SD 57101. Petroleum
products in pack-ages from Rouseville
and Reno. PA to points In FL. for 180
days. . SUPPORTING SHIPPERS:
Pennzoil Company, Drake Building,
P.O. Box 808, Oil City, PA 16301.
SEND PROTESTS TO: James L.
Hammond, ICC, 455 Federal Bldg.,
Pierre, SD 57501.

MC 114604 (Sub-57TA). filed Octo-
ber 30. 1978. Applicant: CAUDELL
TRANSPORT. INC., P.O. Drawer I.
Forest Park, GA 30050. Representa-
tive: Frank D. Hall. Suite 713. 3384
Peachtree Road NE.. Atlanta. GA
30326. Bananas and pineapples, from
Tampa, FL Mobile. AL. and Charles-
ton. SC. to points in Georgia, Ala-
bama, Tennessee, Mississippi. North
Carolina, South Carolina, Kentucky.
Florida, Pennsylvania, Maryland,
Delaware, Virginia, West Virginia.
Ohio, Indiana, Michigan, Wisconsin,
Illinois and Washington. D.C.. for 180
days. An underlying ETA seeks 90
days authority. SUPPORTING
SHIPPER(S): (1) Chiquita Brands,
Inc., Chestnut Ridge Road, Montville,
NJ 07645. (2) Del Monte Banana Com-
pany, P.O. *Box 011940, Miami, FL
33101. SEND PROTESTS TO: Sara K.
Davis, Trans. Asst.. ICC. 1252 NV.
Peachtree Street NW.. Room 300. At-
lanta, GA 30309.

MC 115826 (Sub-366TA), filed No-
vember 7, 1978. Applicant: W. J.
DIGBY. INC., 6015 East 58th Avenue,
Commerce City, CO 80022. Repre-
sentative: William J. Boyd, 600 Enter-
prise Drive. Suite 222, Oak Brook, IL
60521. Such commodities as are dealt
in and used by producers and distribu-
tors of alcoholic beverages, liquors and
wines (except commodities in bulk in
tank- vehicles), between the facilities
of Heublein, Inc., at or near Paducah,
KY, on the one hand, and, on the
other, points in the Continental
United States. for 180 days. SUP-
PORTING SHIPPER(S): Heublein.
Inc.. 330 New Park Avenue, Hartford,
CT 06101. SEND PROTESTS TO: H.
C. Ruoff, ICC, 492 U.S. Customs
House, 721 19th Street. Denver. CO
80202.

MC 115904 (Sub-133TA), filed Octo-
ber 30, 1978. Applicant: GROVER
TRUCKING CO., 1710 West Broad-
way, Idaho Falls, ID 83401. Repre-
sentative: Timothy R. Stivers. P.O.
Box 162, Boise. ID 83701. Mineral
products in bags. from the facilities of
Industrial Mineral Ventures, Inc., lo-
cated in Nye County, NV. to points in
Arkansas, Arizona, Colorado. Idaho, Il.
linols, Iowa, Kansas, Louisiana, Minne-
sota, Missouri, Mississippi. Montana.
Nebraska, New Mexico. North Dakota,
Oklahoma, Oregon, South Dakota,
Tennessee, Texas. Utah, Washington,
Wisconsin and WY. for 180 days. An
miderlying ETA seeks 90 days authorl-
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ty. SUPPORTING SHIPPER(S): In-
dustrial Mineral.-Ventures. Inc.. 5920
McIntyre Street. Golden. CO 80401.
SEND PROTESTS TO: Barney L
Hardin DS, ICC, Suite 110, 1471 Shor-
elne Drive, Boise. ID 83706.

MC 117686 (Sub-221TA). filed Octo-
ber 10. 1978. Applicant: HIRSCH-
BACH MOTOR LINES, INC.. 5000
South Lewis Boulevard. P.O. Box 417.
Sioux City. IA 51102. Representative:
George L. Hirschbach (Same as
above). Frozen foods, from the facili-
ties of Fox Deluxe Pizza Company at
Joplin. MO. and the facilities of The
Pillsbury Company at or near Joplin
and Carthage, MO. to AZ, CA. CO, IA.
MN. NE, NM, SD. TX and UT. for 180
days. SUPPORTING SHIPPER(S):
Totino's Frozen Foods Division. The
Pillsbury Company. 7350 Commerce
Lane. Fridley, MN 55432. SEND PRO-
TESTS TO: Carroll Russell. ICC,
Suite 620, 110 No. 14th Street. Omaha,
NE 68102.

MC 117872 (Sub-10TA). filed Novem-
ber 3. 1978. Applicant: A. JOSEPH
AND COMPANY. 352 E. Woodrow
Wilson. P.O. Box 4798. Jackson, MS
39216. Representative: John A. Craw-
ford. 1700 Deposit Guaranty Plaza.
P.O. Box 22567, Jackson. MS 39205.
Bananas, and coconuts and pineap-
ples when moving in mixed loads with.
bananas, from the Port of Galveston,
TX to Denver. CO and points in
Adams, Arapahoe. Boulder. Douglas.
Jefferson and Mesa Counties, CO and
that part of Weld County, CO on and
south of Colorado Hwy 52, for 180
days. An underlying ETA seeks 90
days authority. SUPPORTING
SHIPPER(S): King Soopers, Inc., 3325
Denargo Street. Denver, CO 80216.
Safeway Stores. Inc., Prepakt Produce
Dept., P.O. Box 5927. Terminal Annex,
Denver, CO 80217. SEND PROTESTS
TO: Alan C. Tarrant. ICC, Room 212,
145 East Amite Building, Jackson, MS
39201.

MC 119988 (Sub-161TA), filed Octo-
ber 13. 1978, and published in the FED-
ERAL REGisTER Issue of November 22,
1978. and republished as corrected this
issue. Applicant: GREAT WESTERN
TRUCKING CO.. INC., P.O. Box 1384,
Lufkln, TX 75901. Representative.
Hugh T. Matthews, 2340 Fidelity
Union Tower. Dallas. TX 75201.
Enamelware and earthenware plumb-
ing fixtures and fittings, from the
facilities of Kohler Co., at or near
Brownwood. TX to points in AZ, CA,
and NV. for 180 days. An underlying
ETA seeks 90 days authority. SUP-
PORTING SHIPPER(S): Kohler Co..
Domestic Traffic Manager. Kohler,
WL 53044. SEND PROTESTS TO:,
John F. Mensing DS, 8610 Federal
Bldg.. 515 Rusk Ave.. Houston, TX
77002. The purpose of this republica-
tion is to correct the terriorial descrip-

FEDERAL REGISTER, VOL 43, NO. 247-FRIDAY, DECEMBER 22, 1978



NOTICES

tion which reads to, points in AR,
which should read as. to points in AZ,
which was an error in thescope, of the
application.

MC 121569 )Sub-1TA), filed August
11, 1978, and published in the FEDERAL
REGISTER'issue of November 14, 1978,
and republished as corrected this
issue. Applicant: GATOR
FREIGHTWAYS, INC. 144 W. Madi-
son Street, .Starke, FL 32901.' Repre-
sentative: James E. Wharton, Suite
811, Metcalf Building, .100 S. Orange
Avenue, Orlando, FL 32801.. Authority
sought to operate as a common carri-
er, by motor vehicle, over regular
routes, transporting: General commod-
ities (except those of unusual value,
Class A and B explosives, household
goods as defined by the Commission,
commodities in bulk, and those requir-
Ing special equipment), between all
points in FL. excluding all points west
of Lake City, FL over the following
routes, serving all intermediate points-
except as shown: Between Jacksonville
and the FL-GA State Line via State
Road 15 (U.S. 1) and State Road 5
(U.S. 170) serving all intermediate
points. Between Jacksonville and
Miami via State Road 5 (U.S. 1) serv-
ing all intermediate points and the off-
route' points in Allenhurst, Artesia,
Canaveral, Canaveral Beach, Canaver-
al Harbor, Cocoa Beach, Courtney,
Fellsmere, Georgiana, Indiatlantic,
Jesen Beach, Lotus, MelbourneBeach,
Patrick Air Force Base, Port Canaver-
sal, Shiloh, Titusvile Beach, Tropic
and Wilson. Between Bunnell and
Flagler Beach via State Road 100 serv-
ing Intermediate points and the off-
route points of the Lehigh Portland
Cement Co., Inc. Bunnell to junction
of State Road 11 and U.S. 192 and
DeLand via State Roads 11 and 15. Be-
tween West. Palm Beach and the june-
tion of State-Roads T and 84, west of
Ft. Lauderdale via State Roads 80 and
7. Between Ft. Lauderdale and Miam'i
via State Roads 84 and 7. Between
Miami and Deerfield Beach via State
Roads 7 and 810. Between Deerfield
Beach and West Palm Beach, on State
Roads 808 and 809 (200) as an alter-
nate to State Rbad'5. Betweerf Dayto-
na Beach and- St. Petersburg Vfa.,State
Road 600 or U.S. 92 by'way of DeLand,
Sanford, Orlando, Kissimmee, Haines
City, Lakeland, Tampa and Gandy
Bridge. Between Tampa and St. Pe-
tersburg by way of Safety. Harbor' on
State Roads 580 and 593 and U.S. 19'.
Between Orlando and Indian River
City 6ver State Road 507 Between Or-
lando, and Kissimmee via State Road
527 as an alternate route. Between Or-
lando, Mount Dora, Tavares, Eustis,
Leesburg, Groveland, Clermont,
Winter Garden and Orlando over U.S.
441 and State Roads 19, 44, 33,. and 50.
Between Orlando and Geneva via
State Roads. 418 and 426. Betweei Kis-

simmee and Melbourne via State Road
-500. Between Haines City and Auburn-
dale via State Road 544 to Winterha-
yen .and, 559 to- Auburndale serving
Eagle Lake and Eloise as off-route
points to Winter Haven. Between
Tampa and Plant City'via, State Road
574 as an alternate route. Between
Lakeland and Haines City by way of
Bartow via U.S; 98, State Road 60 and
U.S. 27, serving intermediate points,
including Eagle Lake and Eloise. Be-
tween Tampa and Clearwater via State"
Road 60- by way of Davis Causeway.
Between Tampa, St. Petersburg and
Pass-A-Grille via States Roads 580,
584, 590, 55, 689, 694, 699 and County
Roads to Dunedin, Largo, Pasedena,
Gulport, Pass-A-Grille and Pinellas
Park. Betwen Tampa and Mantee via
State Road 43 (U.S, 301) serving inter-
mediate- points and the off-route
points of Wimouma. Between Tampa
and Sarasota via State Road 45 (U.S.
41) serving the intermediate and off-
route points of RuskinSun City, Gil-
lett, Palmetto, Gibsonton, Piney
Point, Terra Ceia, -Rubonia, Palma
Sola, Bradenton, Cortez, Bradenton,
Beach, Oneco, Gates. City, Fruitville,
Willow. Station- and Ellenton. Over
East Sand Lake Road running Wester-
ly from a junction- with U.S. 17 ap-
proximately 4 miles south of Orlando
to Doctor Phillips, serving intermedi-
ate points between the junction of
U.S. 17 and East Sand Lake Road
through and including Doctor Phillips,
FL. Between Haines City and Lake
Placid via'State Road 17, serving Lake
Hamilton, Dundee, Lake Wales, Frost-
proof, Avon Park and Sebring. Be-
tween Tampa and Arcadia via State
Roads 60 and 35 (U.S. 17) serving
Brandon Hopewell, Mulberry, Pierce,
Bradley- Junction, Bartow and Pem-
broke. Between ,Winter Haven and
Dundee via State Road- 542' with. serv-
ice, to the off-route of Alturas and
Connersville. Between Haines City and
Lake Placid via State- Rod 25. Be-
tween Lake Wales and junction of
State Road 60 and the Kissimmee
River vi, State Road 60, serving'all in:-
termediate points and off-route points
within 4 miles of said junction;' also,
from Frostproof to the intersection of
State Roads 630 and 60 via State Road
630;. serving all intermediate-points in-
cluding Indian Lake Estates. Serving
the-.General P,ortand Cement Compa-
ny-located nineteen (19) miles west of
Miami on, Krome Avenue, 3 and
miles south of Tamiami Trail, and the
Lehigh. Portland C~ment Company, lo-
cated approximately seven (7) miles
west of Miami- International Airport
and 2 miles- north of the Tamiami
Trail as'off-route points in connection
with the .carriers authority to serve

.Miami, F Serving Pratt and Whitney
Division of United-Aircraft, located ap-
proximately miles west of.Jupiter as

an off-rdute point in connection with
the cariiers present authority. Alter-
nate route between Okeechobee and
Jupiter via State Roads Nos. 710 and
706 by way of Indiantown; also, be-
tween. Indiantown and U.S. 1 via ex-
tension of State Road 710. Between
Sarasota and Naples, usingLU,S. High-
way 41, servini all intermediate points
and also serving Englewood and Cape
Coral as off-route points and with the
right of joinder (or tacking) at all
points in connection with presently
authorized routes. Between 'Naples
and Miami, using U.S. Highway 41,

- serving nO intermediate points and
using Interstate Highway 95 and Flor-
ida State Road 84 as an alternate
route for operating convenience only,
with right of joinder (or tacking) to all
points in connection with presently
authorized routes. Between Miami on
the one hand and Florida City on the
via U.S. Highway 1, State Road 826,
and Florida Turnpike, serving all in-
termediate points and also serving all
points on and east of State Road 27 as
off-route points.

The following described authority
shall be for closed door and operating
convenience only, as follows: Between
Lebanon Station and Dunedin via
State Road 55 (U.S. 19), with closed
doors. Between junction of State Road
55 (U.S. 19), State Road 700 and
Brooksville via State Road' 700 with
closed doors. From junction of U.S. 1
and State 1 and State Road A1A near
Jupiter, over State Road AlA to Lake
Park; thence from Lake Park and also
from intersection of county roads with
State Road A1A over county roads to
intersection with State S-809 and
thence over State Road S-809 to inter-
section, with State Road 80 (at a point
about 4 miles west of West Palm
Beach) and return over same routes as
an alternate route for operating con-
venience serving no intermediate

- points. From the intersection of State
Road 60 and the Kissimmee River via
State Road 60 to Vero Beach and
return over the same route, serving no
intermediate points, as an alternate
Toute for operating convenience. (a)
Between Jacksonville and Deland via
U.S. 17. (b) Between Bunnell and Lake
City via State Road 100. (c) Between
Holopaw and Miami via U.S. 441 and
U.S. 27 by way of south Bay. (d) Be-
tween West Palm Beach and Belle
Glade via State Road 80, (e) Between
Tampa and Waldo via U.S. 301. () Be-
tween Lakeland and Dade City via
U.S. 98. (g) Between Leesburg and In-
verness via, State Road 44. (h) Between
Okahumpka and Floral City via State
Road 48. (i) Between Leesburg and
Williston via U.S. 27. Ci) Between WUl-
liston and Lebanon Station via State
Road 121, with closed doors at all in-
termediate points and Belle Glade,
Dade City, Floral City, Inverness, and
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Waldo. Between Cocoa and junction of
State Roads 50 and 520 (near Bithlo)
via State Road 520 as an alternate
route for operating convenience only.
Between junction of State Roads 24
and 121 (near Gainsville, FL) via State
Road 121 to Williston, FL and return
over the same route, serving no inter-
mediate points. Between Canal Point
and junction of 'U.S. 98 and U.S. 441
via U.S. 98, serving no intermediate
points and for operating convenience
only. Between Okeechobee, FL and
Sebring, FL via U.S. 98 to junction
with U.S. 27; thence via U.S. 27A to
Sebring, serving no intermediate
points and return over the same route.
Between .Avon Park, FL, via State
Road 64 to junction with U.S. 301,
serving no intermediate points, and
return over the same route. Between
Starke, FL, and Tampa, FU, via State
Road 24, from Stark to Archer and
State Road 45 (U.S. 41) from Archer
to Tampa, servirIg no intermediate
points and return over the same route,
.as an alternate route for operating
convenience only, and with right of
joinder at all points in connection with.
presently authorized routes. Between
Miami, FL, and Parrish, FL, via U.S.
41 to junction with State .Road 29,
thence via State Road 29 to junction
with- State Road Alternhte 29 to junc-
tion with State-Road 29 (north of Im-
mokalee); thence via State Road 29 to
junction with State Road 82; thence
via State Road 82 to junction with un-
numbered road (near Ft. Myers),
thence via unnumbered road to Tice,
FL, thence from Tice via State Road
80 to junction with State Road 31;
thence via State Road 31 to Arcadia,
FL; thence via State Road 70 to junc-
tion with State Road 675; thence via
State Road 675 4o junction with U.S.
301 at Parrish, FL and return over
same route, as an alternate route for
operating convenience only. Between
South Bay and Lake Placid, FL, via
.U.S. 27 and between West Frostproof,
FL, and Fort Meade, via U.S. 98 as al-
ternate routes for operating conven-
ience only. Between Harrisburg, FL,
and Punta Gorda, FL via State Roads
29,14 and U.S. 17 to Punta Gorda, and
return over the same route, as an al-
ternate route for operating conven-
ience only. Between junction U.S. 27
and State Road 70 (near Childs) to
junction State Road 72 and U.S. 41

-(near Sarasota) via State Road 70 to
Arcadia and State Road 72 to junction
with U.S. 41 by way of Arcadia, serv-
ing Harrisburg, State Road 72 to junc-
tion with U.S. 41 by way of Arcadia,
serving-Harrisburg; Bermont, Arcadia,
junction U.S. 27 and State Road 70;
junction State Road 70 and State
Road 31, junction State Road 72 and
U.S. 41, in connection with the above
described routes for purpose of joinder
only. No duplicating authority sought.

NOTICES

Alternate route between Brooksville
and Groveland over State Road 50.
Service not authorized at intermediate
points and serving Brooksvllle, F1. for
purpose of joinder only, for 180 days.
An underlying ETA seeks 90 days au-
thority. SUPPORTING SHIPPER(S):
There are 33 statements of support at-
tached to the application which may
be examined at the Interstate Corn-
merde .Commission in Washington,
DC, or copies thereof which may be
examined at the field office named
below. SEND PROTESTS TO: G. H.
Fauss, Jr., ICC, P.O. Box 35008, 400 W.
Bay Street, Jacksonville, FL 32202.

MC 125506 (Sub-32TA). filed Novem-
'ber 3,. 1978. Applicant: JOSEPH
ELETTO TRANSFER, INC.. 33 West
Hawthorne Avenue, Valley Stream.
NY 11580. Representative: Bruce J.
Robbins, Robbins & .Newman, 118-21
Queens Boulevard. Forest Hills, NY
11375. Authority sought to operate as
a contract carrier by motor vehicle,
over irregular Toutes, transporting.
Such merchandise as is dealt In by
retail specialty shdps, and advertising,
display materials, store fixtures and
furniture, between shipper's stores,
distribution centers and warehouses
located in the New York, NY Commer-
cial Zone, and Rockaway. NJ., under a
continuing contract, or contracts, with

-Lane Bryant. for 180 days. An underly-
ing ETA seeks up to 90 days authority.
Supporting shipper(s): Lane Bryant,
1501 Broadway, New York. NY 10036.
Send protests to: Maria B. KeJss
Trans. Asst., ICC. 26 Federal Plaza,
New York, NY 10007.

MC 125996 (Sub-62TA), filed Novem-
ber 7. 1978. Applicant: ROAD
RUNNER TRUCKING. INC., 2225
South 400 West, Salt Lake City. UT
84115. Representative: John P.
Rhodes, P.O. Box 5000. Waterloo, IA
50704. Mleats, meat products, meat by-.
products and articles distributed by
meat packing houses (except hides and
commodities In bulk), from the facili-
ties of George A. Hormel & Co., at
Austin and Minneapolis-St. Paul com-
mercial zone, MN, and Ft. Dodge and
Ottumwa, IA, to points n AZ. OR, UT,
WA, and CO, for 180 days. Supporting
shipper(s): George A. Hormel & Co.,
P.O. Box 800, Austin, MN 55912. Send
protests to: L. D. Helfer, ICC, 5301
Federal Building, Salt Lake City, UT
84138.

MC' 126118 (Sub-107TA). filed Octo-
ber 30, 1978. Applicant: CRETE CAR-
RIER CORPORATION, P.O. Box
81228, Lincoln, NE 68501. Representa-
tive: Duane W. Acklie (same address as
applicant). Those commodities used by
and dealt in by the General Electric
Company, (except bulk and size and
weight commodities), (1) From Ontar-
io, CA, and Seattle, WA, and their
commercial zones, to points in the
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United States on and east of US.
Highway 1-35. (2) From Brockport,
NY, and Allentown, PA, and their
commercial zones, to points in the
United States in and west of WI, L,
MO, OK, and TX for 180 days. An un-
derlying ETA seeks 90 days authority.
Supporting shipper(s): A. H. Liftman
Manager, Transportation Services and
Distribution. Housewares, and Audio
General Electric Company, 1205
Boston Avenue, Bridgeport, CT 06602.
Send protests to: Max H. Johnston
DS, 285 Federal Building and Court-
house, 100 Centennial Mall North,
Lincoln, NE 68508.

MC 126673 (Sub-3TA), filed October
24, 1978. Applicant: RENO G. RICCI,
dlb/a RICCI BROTHERS TRUCK-
ING, 600 Stage Gulch Road, Peta-
luma, CA 93952. Representative: Ray-
mond A. Greene, Jr., of Handier,
Baker & Greene, 100 Pine Street
Suite 2550, San Francisco, CA 94111.
Authority sought to operate as a con-
tract carrie, by motor vehicle, over ir-
regular routes, transporting. Processed
animal and poultry feed, (in bulk), be-
tween Petaluma, CA and Yerringtom
NV, under a continuing contract, or
contracts, with Hunt Behrens, Inc., for
180 days. Supporting shipper(s): Hunt
Behrens, Inc. Send protests to: A. J.
Rodriguez DS, ICC, San Francisco, CA
94111.

MC 126717 (Sub-13TA), filed Novem-
ber 3, 1978. Applicant: WA LT'S
DRIVE-A-WAY SERVICE, INC., 1103
East Franklin Street, Evansville. IN
47711. Representative: Warren C. Mo-
berly, 777 Chamber of Comnerce
Building, Indianapolis, IN 46204. Aine.
quarry, and well drilling machinery, in
drive-away movement, from Enid, OK
to all points and places in the U.S. in-
cluding AK, except HI. for 180 days.
An -underlying ETA seeks 90 days au-
thority. Supporting shipper(s): Koehr-
ing Speedstar Division, 1200 N. 52nd
Street, Enid, OK 73701. Send protests
to: Beverly J. Williams, ICC. Federal
Building and U.S. Courthouse. 46 East
Ohio Street, Room 429. Indianapolis,
IN 46204.

MC 126844 (Sub-59TA), filed Novem-
ber 3. 1978. Applicant: R.D.S. TRUCK-
ING CO., INC, 1713 Nortli- Main
Road, Vineland, NJ. 08360. Repre-
sentative: Kenneth P. Dudley, 611
Church Street, P.O. Box 279, Ot-
tumwa, IA 5250L Canned food prod-
iwoL% from the plantsite and facilities
of Campbell Soup Co., at or near Na-
poleon, OH. to points In Indiana,
Kntucky, Michigan, New York, Penn-
sylvania, Chicago, My. -and Camden.
NJ., for 180 days. SUPPORTING
SHIPPER(S): Campbell Soup Co., Na-
poleon. OH. 43545. SEND PROTESTS
TO: John P. Lynn Trans. Asst, ICC,
428 East State Street, Room 204, Tren-
ton, N3. 08608.
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MC 127811 (Sub-16TA), filed Novem-
ber 2, 1978. Applicanit: BRYNWOOD
TRANSFER, INC., 175 8th Avenue,
Southwest, New Brighton, MN 55112.
Representative: Robert P. Sack, P.O.
Box 6010, West St. Paul,- MN 55118.
Power transmission equipment and
materials, supplies and equipment
used in the installation or repair
thereof, between points in MN, WI,
ND, and SD, for 180 days. SUPPORT-
ING SHIPPER(S): Northern States
Power Co., 414 Nicollet Mall, Minne-
apolis, MN 55401. SEND PROTESTS
TO: Delores A. Poe, ICC, 414 Federal
Building and U.S. Court House, 110
South 4th Street, Minneapolis, MN
55401.

MC 129600 (Sub-31TA), filed Novem-
ber -1, 1978. Applicant: POLAR
TRANSPORT, INC., 176 King Street,
Hanover, MA 02339. Representative:
Frank J. Weiner, 15 Court Square,
Boston, MA 02108. Authority sought
to operate as a contract carrier, -by
motor vehicle, over irregular routes,
transporting: Confectionery, (except in
bulk) in vehicles equipped with me-
chanical refrigeration, from the facili-
ties of Schrafft Candy Company in
Middlesex and Suffolk Counties, MA;
Deran Confectionery, Division of
Borden, Inc., in Middlesex and Suffolk
Counties, MA., and North Grosvenor-
dale, CT and Nabisco Confections,
Inc., subsidiary of Nabisco, Inc., in
Bristol, Middlesex and Norfolk Coun-
ties, MA, and Ashton, RI, to points in
CA, CO, OR, and WA, under a con-
tinuing contract or contracts with The
Schfafft Candy Co., for 180 days.
SUPPORTING SHIPPER(S): Schrafft
Candy Company; Deran Confection-
ery, Division of Borden, Inc., and Na-
bisco Confections, Inc., subsidiary of
Nabisco, Inc. SEND PROTESTS TO:
John B. Thomas, ICC, 150 Causeway
Street, Boston, MA 02114.

MC 133453 (Sub-17TA), filed Octo-
ber 30, 1978. Applicant: TROJAN
TRANSPORTATION, INC., 1616
Walnut St., 24th Floor. Philadelphia,
PA. 19103. Representative: Richard M.
Ochroch, 316 S. 16th Street, Philadel-
phia, PA. 19103. Authority sought to
operate as a contract carrier, by motor
vehicle, over irregular routes, trans-
porting: Such merchandise as is dealt
In by wholesale, chain, grocery, de-
partment stores and' food business
houses and in connection therewith
equipment, materials' and supplies
used in the conduct of such business
(except glass containers and commod-
ities in bulk), between points in Con-
necticut, Delaware, Maryland, Massa-
chusetts, New Hampshire, New Jersey,
New York, Pennsylvania, Rhode
Island, Virginia, North Carolina,
South Carolina, West Virginia, Geor-
gia, Florida, Alabama, Louisiana, Mis-
sissippi, Tennessee and the District of

NOTICES

Columbia. RESTRICTION: Limited to
a transportation service to .be per-
formed; under a continuing contract,
or contracts, with, Food Fair, Inc.,
Ideal Shoe Co., and J. M; Fields, Inc.,
for 180 days. An underlying ETA seeks
90 days_ authority. SUPPORTING
SHIPPER(S): Food Fair, Inc., J. M.
Fields, Inc., Ideal Shoe Co., 3175 JF
Kennedy Blvd., Philadelphia, PA.
19104. SEND PROTESTS TO: T. M.
Esposito Trans. Asst., 600 Arch Street,
Room 3238, Philadelphia, PA. 19106.

MC 133655 (Sub-130TA), filed No-
vember 7, 1978. Applicant: TRANS-
NATIONAL TRUCK, INC., P.O. Box
31300, Amarillo, TX 79120. Repre-
sentative: Warren L. Troupe, 2480 E.'

'Commercial Blvd., Fort Lauderdale,
FL 33308. Such commodities as are
dealt in by manufacturers and distrib-
utors of floor coverings from Cerritos
and City of Industry, CA to the facili-
ties of Longhorn Service & Supply
Company at Amarillo, Lubbock and El
Paso, TX and, Albuduerque, NM, for
180 days. An underlying ETA seeks 90
days authority. SUiPPORTING SHIP-
PER: Longhorn Service & Supply Co.,
2701 Line Avenue, Amarillo, TX 79101
(Claud Foster). SEND PROTESTS To:
Haskell E. Ballard, ICC, Herring
Plaza, *Box H-4395, Amarillo, TX
79101.

MC 13P655 (Sub-135TA), filed Octo-
ber 12, 1978. Applicant: TRANS-NA-
TIONAL TRUCK, INC., P.O. Box
31300, Amarillo, TX 79120. Repre-
sentative: Warren L. Troupe, 2480 E.
Commercial Boulevard, Fort Lauder-
dale, PL 33308. Chocolate coating, con-
fectionery, beverage preparations, milk
and- milk chocolate and cocoa com-
pounds, from Burlington, WI to Dallas
and Houston, TX, for 180 days. An un-'
derlying ETA seeks 90 days authority.
Supporting shipper(s): The Nestle
Company, ' Inc., 100 Bloomingdale
Road, White Plains, NY 10605. Send
protests to: Haskell E. Ballard, ICC,
Box F-13206 Federal Building, Amaril-
lo, TX 79101.

MC 135052 (Sub-13TA), filed Novem-
ber 3, 1978. Applicant: ASHCRAFT
TRUCKING, INC., 875 Webster
Street, Shelbyville, IN 46176. Repre-
sentative: Warren C. Moberly, 320
North Meridian Street, Indianapolis,
IN 46204. Mineral wool and insulation
products and materials, from Shelby-
vile, IN to all points in At, AR, CT,
DE, FL, GA, KS, LA, ME, MA, MN,
MS, NE, NH, NJ, NC, OK, RI, SC, TN,
TX, VT and VA, for 180 days. An un-
derlying ETA'seeks 90 days authority.
Supporting shipper(s): Knauf Fiber
Glass, 240 Elizabeth Street, Shelby-
ville, IN 46176. Send protests to: Bev-
erly J. Williams, ICC, Federal Building
and U.S. Courthouse, 46 East Ohio
Street, Room 429, Indianapolis, IN
46204.

MC 135231 (Sub-28TA), filed Novem-
ber 2, 1978. Applicant: NORTH STAR
TRANSPORT, INC., Route 1, High-
way 1 and 59 West, Thief River Falls,
MN 56701. Representative: Robert P.
Sack, P.O. Box 6010, West St. Paul,
MN 55118. Snowmobiles, and parts
and accessories thereof, from Crosby,
MN, to points in IL, IN. WI, MI, NY,
PA, NH, VT, ME, MA, CO, CT, OH,
ND, SD, WA, IA,-- MT, ID, UT and
ports of entry located on the United
States-Canadian Borders In MI, NY,
ME, and ND, for 180 days. An underly-
ing ETA seeks 90 days authority. Sup-
porting shipper(s): Arctic Enterprseg,
Inc., Thief River Falls, MN 56701.
Send protests to: Ronald R. Mau, ICC,
Room 268 Federal Building and U.S.
Post Office, 657 2nd Avenue North,
Fargo, ND 58102.

MC 135691 (Sub-26TA), filed.Noveni-
ber 2, 1978. Applicant: DALLAS CAR-
RIERS CORP., 3610 Garden Brook
Drive, Box 34080, 'Dallas, TX 75234.
Representative: J. Max Harding, P.O.
Box 82028, Lincoln, NE 68501. Drugs
and animal feed supplements (except

'commodities in bulk) from Nutley,
Belvidere and Branchburg, NJ to
Dallas and Fort Worth, TX, and Sal
Leandro and Fresno, CA, for 180 days.
Restriction: Restricted to transporta-
tion service to be performed under a
continuing contract or contracts with
Hoffmann-LaRoche, Inc. Supporting
shipper(s): Hoffmann-LaRoche, Inc.,
340 Kingsland Street, Nutley, NJ
07110. -Send protests t6: Opal M.
Jones, ICC, 1100 Commerce Street,
Room 13C12, Dallas, TX 75242.

MC 135797 (Sub-161TA), filed No-
vember 7, 1978. Applicant: J, B. HUNT
TRANSPORT, INC., P.O. Box 200,
Lowell, AR, 72745.. Representative:
Paul R. Bergant (same as above).
Canned goods, from the facilities of
Green Giant Company at Denton, TX
to points in AR LA, MS and OX, for
180 days. Restricted to traffic originat-
ing at the named origins and destined
to the named destinations. Supporting
shipper(s): Green Giant Company, Le
Sueur, MN 56058. Send protests to:
William H. Land, Jr., 3108' Federal
Office Building, 700 West Capitol,
Little Rock, AR 72201.

MC 136325 (Sub-3TA), filed Novem-
ber 3, 1978. Applicant: CUFURAY,
LTD., Route 1, Box 333, Delavan, WI
53115. Representative: David V. - Pur-
cell, 111 E. Wisconsin Avenue, Milwau-
kee, WI 53202. Authority sought to op.
erate as a contract carrier, by motor
vehicle, over irregular routes, trans.
porting: Metal containers and contain-
er ends, and materials, equipment, and
supplies used in the manufacture and
distribution of the foregoing commod.
ities, (except commodities in bulk), be-
tween the facilities of Del Monte Cor-
poration at or near Plover, WI, on the
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one hand, and, on the other, Wells and
Sleepy Eye, MN, under a continuing
contract or contracts, with Del Monte
Corporation, for 180 days. An underly-
ing ETA seeks up to 90 days authority.
Supporting shipper(s): Del Monte Cor-
poration, P.O. Box 89, Rochelle, IL
61068. Send protests to: Gall Daugh-
erty Trans. Asst., ICC, U.S. Federal
Bldg., & Courthouse, 517 East Wiscon-
sin Avenue, Room 619, Milwaukee, WI
53202.

MC 136611 (Sub-2TA), filed October
30, 1978. Applicant: RED & W1HITE
MARKET.& TRANSFER, INC., 1214
East South Street, Hastings, NE.
68901. Representative: Lavern R. Hol-
deman, P.O. Box 8,1849, Lincoln, NE.
68501. Iron and steel articles, from
points in the states of Ohio, Pennsyl-
vania, and W. VA., to Hastings, NE.,
for 180 days. Supporting shipper(s):
Paul D. Bosworth Traffic Manager-
Production, Dravo Corporation, Ne-
ville Island, PA. 15225. Send protests
to: -Max H. Johnston DS, 285 Federal
Building & Court House, 100 Centen-
nial Mall North, Lincoln, NE. 68508.

MC 138572 (Sub-6TA), filed Novem-
ber 2, 1978. Applicant: BRUNSWICK
PETROLEUM TRANSPORT LTD.,
McAllister Industrial Park, P.O. Box
132, Saint John, New Brunswick,
Canada. Representative: J. P. Ver-
mette, 7887 Grenache Street, Ville
d'Anjou, Quebec, Canada. Fuel oil ad-
ditive, (in bulk, in tank vehicles), from
Bridgeport, CT., to the Port of Entry
on the International Boundary Line
between the United States and Canada
located -at Calais, ME.,. restricted to
the transportation of traffic in foreign
commerce destined- to New-Brunswick
and Nova Scotia, Canada, for 180 days.
Supporting shipper(s): Martin Mariet-
ta Chemicals, Refractories Div., Ex-
ecutive Plaza II, Hunt Valley, MD.
21030. Send protests to: ICC, 76 Pearl

.Street, Room 305, Portland, ME.
04111.

MC 138960 (Sub-6TA), filed Novem-
ber 3, 1978. Applicant: ROKO EX-
PRESS, INC., P.O. Box 169, 2545, Par-
sons Avenue, Columbus, OH 43216.
Representative: H. ]Bney- Firestone,
10 South LaSalle Street, Chicago, IL
60603. Household aluminum fogl, from
Mufreesboro, TN to Plymouth, MI; Ft.
Wayne, IN; Atlanta, GA; Greenville,
SC; Raleigh and Charlotte. NC;
Edison, Woodbridge and Elizabeth,
NJ and Central Islip, NY, for 180
days: Supporting shipper(s): Benham
& Company, Inc., P.O. Box 29, Mineo-
la,.TX 75773. Send protests to: Frank
L. Calvary, ICC, 220 Federal Building
and US. Courthouse, 85 Marconi Bou-
levard, ColumbusjO7H 43215.

MC,139482 (Sub-72TA), filed Octo-
ber 31, 1978. Applicant: NEW ULM
FREIGHT LINES, INC., P.O. Box 877,
New Ulm, MN 56073. Representative:
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James E. Ballenthin, 630 Osborn
Bldg., St. Paul, MN 55102. Glazed clay
tile, from the plantsite and facilities of
Sikes Corporation at or near Lawren-
ceburg, KY., to points In the states of
Minnesota, North Dakota, South
Dakota, Iowa, Illinois, Nebraska, Colo-
rado, Kansas, Missouri, Texas. Okla-
homa, Louisiana, Mississippi, Alabama
and AR., for 180 days. An underlying
ETA seeks 90 days authority. Support-
ing shipper(s): Sikes Corporation. P.O.
Box 447, Lakeland, FL. 33802. Send
protests to: Delores A. Poe Trans.
Asst., ICC, 414 Federal Bldg.. & U.S.
Court House, 110 South 4th Street,
Minneapolis, MN. 55401.

MC 139458 (Sub-2TA). filed Septem-
ber 27. 1978. Applicant: RICHNER,
INC., P.O. Box 1488, Durango, Colo.
81301. Representative: J. Albert
Sebald, 1700 Western Federal Build-
ing, Denver, Colo. 80202. Coal, (in
bulk), from the mine of Arness-
McGriffin Coal Company about 4
miles west of Durango, La Plata
County, Colo., on U.S. Highway 160, to
the Hanna rail siding on U.S. Highway
160 about 6 miles west of Del Norte,
Rio Grande County, Colo., for 180
days. Supporting shipper(s): Arness
and McGriffln Coal Co., 1139 Main
Avenue, Durango, Colo. 81301. Send
protests to: H. C. Ruoff, ICC, 492 US.
Customs House, 721 19th Street,
Denver, Colo.80202.

MC 142649 (Sub-8TA), filed Novem-
ber 3. 1978. Applicant: H. 0. SMES-
TAD CO., P.O. Box 2904. Great Falls,

T 59403. Representative: G. Robert
Crotty, Jr., 400 First Natl Bank Bldg.,
Great Falls, MT 59401. Malt and car-
bonated beverages and related adver-
tising materials, equipment and sup-
plies, from Cold Spring, MN., to Arizo-
na, California, Colorado, Idaho,
Oregon, Texas, Utah and WA., for 180
days. An underlying ETA seeks up to
90 days authority. Supporting
shipper(s); Roman DeWenter Secre-
tary, Cold Spring Brewing Co., Cold
Spring, MN. Send protests to: Paul J.
Labane DS, ICC, 2602 First Avenue
North, Billings, MT. 59101.

MC 142864 (Sub-3TA)o filed Novem-
ber 2, 1978. Applicant: RAY E.
BROWN TRUCKING, INC., P.O. Box
501, Massillon, OH 44646. Representa-
tive: Jerry B. Sellman, 50 West Broad
Street, Columbus, OH 43215. Charcoal
briquettes, boxed flreplace coal, fire-
place logs, fuel lighting liquids and ad-
vertising materials, from Sebring,
Canton and Alliance, OH; Paris and
Cotter, AR; Louisville, KY:. Salem,
MO: and Princeton, NJ, to points Jn
AR, CT. FL, GA, IL, IN, MA, MO, MI.
NJ, NY, NC, OH, PA. SC, VA, WV, and
WI, for 180 days. An underlying ETA
seeks 90 days authority. SUPPORT-
ING SHIPPER(S): Sebring Forest In-
dustries, Inc., P.O. Box 230. Sebring,
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OH 44672. SEND PROTESTS TO:
Frank L. Calvary, ICC_ 220 Federal
Building and U.S. Courthouse, 85 Mar-
coni Boulevard, Columbus, OH 43215.

MC 143059 (Sub-28 TA), filed Octo-
ber 3, 1978, and published in the FR
issue of November 22, 1978, and repub-
lished as corrected this issue. Appli-
cant: MERCER TRANSPORTATION
COMPANY, 40211 12th & Main St-,
P.O. Box 35610, LouLsvile, KY 40232.
Representative: Clint Oldham, 1108
Continental Life Bldg.. Ft. Worth. TX
76102. Used railroad ties, from points
in MT, to points in CA and NV., for
180 days. An underlying ETA seeks 90
days of authority. SUPPORTING
SHIPPER(S): Jerry Higgins, Secre-
tary-Treasurer, Quality Enterprises,
Inc., 4101 West Capitol Avenue, Sacre-
mento, CA 95691. SEND PROTESTS
TO: Mrs. Linda H. Sypher DS, ICC,
426 Post Office Bldg., Louisville, KY
40202. The purpose of this republica-
tion Is to correct from points in MT
instead of from points in MO, which
was an error in the territorial descrip-
tion.

MC 143127 (Sub-l8TA). filed Novem-
ber 3, 1978. Applicant: K. J. TRANS-
PORTATION. INC.. 1000 Jefferson
Road, Rochester, NY 14623. Repre-
sentative: John M. Nader, 1600 Citi-
zens Plaza, Louisville, KY 40202. Plas-
tie, (except in bulk), from Owensboro,
KY, to points in the United States in
and -east of Minnesota.owa. Missouri,
Arkansas and LA, and (except KY).
for 180 days. An underlying ETA seeks
90 days authority. SUPPORTING
SHIPPER(S): Hammond Plastics-Mid-
west, Inc., Mr. Raymond L. Biscopink,
Sales Acct., Mgr. P.O. Box 990, Owens-
boro, KY 42301. SEND PROTESTS
TO: ICC, US. Courthouse & Federal
Bldg., 100 S. Clinton Street, Room
1259, Syracuse, NY 13260.

MC 143267 (Sub-35TA), friled Octo-
ber 6, 1978. Applicant: WEAVER
TRANSPORTATION COMPANY,
5452 Oakdale Road, Smyrna. GA. Rep-
resentative: James L. Brazzee, Jr., 3355
Lenox Road No. 795, Atlanta, GA
30326. Mortar and cement Ynfxes; dry
concrete miz (cement mix with sand
and gravel and other ingredients);
cement mortar mix, portland cement,
fly aih (in bag form), fly ash cement
and/or lime, sand, rock or stone,
crushed, ground or natural, acrylic
paint, masonry cement either palle-
tized or unpallatfzed In containers
(glass, paper bags, paper board, fibre
board, metal or plastic buckets) in
mixed or solid truck loads, from the
plant site of Williams Brothers Con-
crete, Inc.. located in Atlanta, Fulton
County, GA. to points in AL, SC, NC,
TN. FL, VA and MS, for 180 days. An
underlying ETA seeks 90 days authori-
ty. SUPPORTING SHIPPER(S): Wil-
liams Brothers Concrete, Inc., 934
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Glanwood Ave., Atlanta, GA 30316.
SEND PROTESTS TO: Sara K. Davis,
ICC, 1252 W. PeachtreeSt., NW.,'Rm.
300, Atlanta, GA 30309.

MC 143267 (Sub-41TA), filed Novem-
ber 7, 1978. Applicant: CARLTON EN-
TERPRISES, INC., 4588 State Route
82, Mantua,.OH 44255.,Representative:
Peter A. Greene, 900 17th Street, NW.,
Washington, D.C. 20006. Refractory
products from the facilities of Kaiser
Aluminum & Chemical Corp., Refrac-
tories Division at Mexico, MO, to
points in CT, DE, KY, MD, MI, NJ,
NY, OH, PA, VA, WV' and WI, for 180
days. An underlying ETA seeks' 90
days authority. Supporting shipper(s):
Kaiser Aluminum & Chemical Sales,
Inc., Box 544, Bridgeview, IL 60455.
Send protests to: ICC, 731 Federal
Building, Cleveland, OH 44199.

MC 143268 (Sub-5TA), filed Novem-
ber 3, 1978. Applicant: TROCHU
TRUCKING SERVICES, LTD., 915-
48th Avenue SE., Calgary, AB,
Canada. Repreientative: Charles E.
JohnsonP.O. Box 1982, Bismarck, ND
58501. Authority, sought to operate as
a contract carrier, by motor vehicle,
over irregular 'routes, transporting:
Hog and poultry feeding and handling
equipment and materials, from .Bir-
mingham, AL; Bowling Green, KY;
Holland, MI and their commercial
zones, to ports of entry on the Inter-
national Boundary line between
Canada and the United States located
In ND and MT., for furtherance to
points in AB. RESTRICTION: Re-
stricted to a transportation service to
be performed under a continuing con-
tract or contracts, with Walbern Agri
Systems, Ltd., Linden, AB, Canada, for
180 days. An underlying ETA seeks up
to 90 days authority. SUPPORTING
SHIPPERS(S): Lloyd Harder Market-
ing Service Manager, Walbern Agri-
Systems, Ltd., Box 250, Linden, AB,
Canada TOM IGO. SEND PRO-
TESTS TO: Paul J. Labane DS, ICC,
2602 First Avenue North, Billings, MT
59101.

MC 143775 (Sub-28TA), filed Novem-
• ber 2, 1978. Applicant: PAUL YATES,

INC., 6601 W. Orangewood, Glendale,
AZ 85301. Representative: Michael R.
Burke (same as above). Fruit juices
and agople products (except liquids in
bulk), from the facilities of, Tree Top,
Inc., Cashmere, Selah, 'and Wenat-
chee, WA and points in their respec-
tive commercial zones, to AZ, CA, ID,
NV, OR, and UT, for 180 days. An un-
derlying ETA seeks 90 days authority.
SUPPORTING SHIPPERS(S): Tree
Top, Inc., P.O. Box 248, Selah, WA
98942. SEND PROTESTS TO: Andrew
V. Baylor, ICC, Room 2020 Federal
Building, 230 N. First Avenue, Phoe-
nix, AZ 85025.

MC 143775 (Sub-32TA), filed Novem-
ber 7, 1978. Applicant: PAUL YATES,

INC., 6601 W. Orangewood, Glendale,
AZ 85301. Representative: Michael'R.
Burke (same as above). Candy and
confectioneries in vehicles equipped
with mechanical refrigeration (except
in bulk), from the warehouses and
plantsites of E. J. Brach & Sons, Chi-
cago, IL and its commercial zone, to
points in PA, NY, NJ, VA, MD, GA,
MA, CT and TX, for 180 days. RE-
STRICTED to traffic originating in
the above named origin. An underly-
ing ETA seeks 90 days authority. SUP-
PORTING SHIPPERS(S): E. J. Brach
& Sons, 4656 W. Kinzie, Chicago, IL
60644. SEND PROTESTS TO: Andrew
V. Baylor, ICC, Room 2020 Federal
Building, 230 N. First Avenue, Phoe-
nix, AZ 85025.

MC 144122 (Sub-32TA), filed Novem-
ber 2, 1978. Applicant: CARRETTA
TRUCKING, INC., South 160 Route,
17 North, Paramus, NJ 07652. Repre-
sentative: Charles J. Williams, 1815
Front Street, Scotch Plains, NJ 07076.
Foodstuffs (except commodities in
bulk) in vehicles equipped with me-
chanical refrigeration, from points in
CA, ID, OR and WA to the facilities
used by the Flagstaff Corp.; at or near
Marlboro, Perth Amboy and Trenton,
NJ, Baltimore, MD, and Attleboro and
Boston, MA, for 180 days. SUPPORT-
ING SHIPPERS(S): Flagstaff Food-
service Group, 530 Fayette Street,
Perth Amboy, NJ 08861. SEND PRO-
TESTS TO: Joel Motrows, ICC, 9 Clin-
ton Street, Newark, NJ 07102.

MC 144747 (Sub-2TA), filed October
24, 1978. Applicant: INTERSTATE
EQUIPMENT CO., INC., 22821 N. 81st
Avenue, Peoria, AZ. 85345. Repre-
sentative: Lewis P. Ames, Phil B. Ham-
mond, Shimmel, Hill, Bishop &
Gruender, 10th Floor, 111 W. Montoe,
Phoenix, AZ., 85003. Authority sought
to operate as a contract carrier, by
motor vehicle, over irregular routes,
transporting: (A) Materials, equipment
and supplies used or useful in the
manufacture of wooden flush doors:
(1) from points in the United States,
(except Alaska and Hawaii), to the
facilities of Walled Lake Door Compa-
ny at Tupelo, MS, Cameron, TX,
Mobile, AL and Orange, CA; (2) be-
tween the facilities of Walled Lake
Door Company at Tupelo, MS, Ca-
meron, TX, Mobile, AL, Orange, CA,
Jasper, FL and Savannah, GA; and,(B)
Wooden flush doors and components
parts, thereof, from the facilities of
Walled -Lake Door Company at (1)
Tupelo, MS, to points in Illinois, Wis-
consin, Miniesota, Iowa, Michigan, In-
diana, Ohio, North Carolina, Georgia,
Alabama, and FL; (2) Orange, CA, to
points in Arizona, Nevada, New
Mexico, Utah, Colorado, Oregon, and
WA; (3) Cameron, TX, to points in Ar-
kansas, Missouri, Illinois, Kansas,
Colorado, Nebraskd, North Dakota,

South Dakota, Minnesota, Oklahoma,
and IA; (4) Mobile, AL, to points in
Georgia, Florida, Texas, Louisiana,
Oklahoma, Kansas, Nebraska, North
Dakota, South Dakota, Colorado, Min-
ne sota, Wisconsin, and ID., restricted
in (A) and (B) above to the transporta-
tion if shipments originating at or des-
tined to the facilities of Walled Lake
Door Company and tO the transporta-
tion of shipments moving under a con-
tinuing contract or contracts, with
Walled Lake Door Company of Phoe-
nix, AZ., for 180. An underlying ETA
seeks 90 days of authority. SUPPORT-
ING SHIPPER(S): Walled Lake Door
Company, P.O. Box 32458, 4527 N.
16th Street, Phoenix, AZ. 85064.
SEND PROTESTS TO: Andrew V.
Baylor DS, ICC, Room 2020 Federal
Bldg.; 230 N. First, Avenue, Phoenix,
AZ. 85025.

MC 144888 (Sub-4TA), filed Novem-
ber 2, 1978. Applicant: BIIRIC
TRANSPORT SYSTEMS, INC., 92
East Main Street, Somerville, NJ
08876. Representative: Joseph F.
Hoary, 121 South Main Street, Taylor,
PA.18517. Authority sought to operate
as a contract carrier, by motor vehicle,
over irregular routes, transporting:
Such commodities as are manufac-
tured, sold and distributed by Bee-
cham Products, (except commodities
in bulk and foodstuffs), from the facil-
ities of Beecham Products Company at
Aiken, South Carolina, to Mechanics-
burg, PA; Morrisville (Bucks County),
PA; Rockwood, MI; Chicago, IL:
Kansas City, MO; Memphis, TN; Sa-
varmah, GA; Los Angeles, CA and
Denver, CO., under a continuing con-
tract or contracts, with Beecham
Products Company, for 150 days, An
underlying ETA seeks 90 days authori-
ty. SUPPORTING SHIPPER(S): Bee-
cham Products Company, P.O. Box
1467, Pittsburgh, PA, 15230. SEND
PROTESTS TO: Robert V. Johnston
DS, ICC, 9 Clinton Street, Newark, NJ.
07102.

MC 145243 (Sub-2TA), filed Novem-
ber 3, 1978. Applicant: REDBIRD DE-
VELOPMENT, INC., 1018 Whitlock
Rd., Rochester, NY 14609. Representa-
tive: S. Michael Richards/Raymond A.
Richards, P.O. Box 225, Webster, NY
14580. Authority sought to operate as
a contract carrier by motor vehicle,
over irregular routes, transporting:
Scrap metal, from Rochester, NY to
Pittsburgh, PA, under continuing con-
tract or contracts with Lyell Metal
Co., Inc., of Rochester, Ny, for 180
days. An underlying ETA seeks 90
days authority. Supporting shipper:
Lyell Metal Co., Inc., 1510 Lyell Ave.,
Rochester, NY, 14606. Send protests
to: District Supervisor,. I.C.C.,. U.S.
Courthouse & Federal Bldg., 100 S.
Clinton St., Rm. 1259, Syracuse, NY
13260. , f
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MC 145406 (Sub-3TA), filed Novem-
ber 2, 1978. Applicant: MIDWEST EX-
PRESS, INC., 380 E. Fourth Street,
Dubuque, IA 52001. Representative:
Richard A. Westley, 4506 Regent
Street Madison, WI 53705. Natural
cheeses, cheese products and cheese
packaging materials, (1) from Hyde
Park, UT to points in AZ, CA, CO. ID,
MT, NV, NM, OR, TX, and WA; and
(2) from IA, MN, and WI to Hyde
Park, UT., restricted to traffic origi-
nating at or destined to the facilities
of Mountain Farms, Inc., at Hyde
Park, UT., for 180 days. An underlying
ETA seeks 90 days authority. SUP-
PORTING SHIPPER(S): Mountain
Farms, Inc., P.O. Box 376, 3663 N.
Highway 91, Hyde Park, UT. 84318.
SEND PROTESTS TO: Herbert W.
Allen DS, ICC, 518 Federal Bldg., Des
Moines, IA. 50309.

MC 145505 (Sub-2TA), iled Novem-
ber 3, 1978. Applicant: CYRIL IRISH,
d/b/a SHAMROCK TRANSPORT-
ERS, 8007 South Meridian Street, In-
dianapolis, IN 46227. Representative:
Warren C. Moberly or Robert B.
Hebert, 320 N. Meridian Street, No.
777, Indianapolis, IN 46204. Motor ve-
hicles, over % ton gross weight, in sec-
ondary drive-away movement, (except
for automobiles, truck mounted and
self-propelled cranes, and self-pro-
pelled mine, well and quarry drilling
equipment), between points in Law-
rence, Wayne, and Marion Counties,
IN and Allen County, OH, on the one
hand, and all points in the United
States, (except IN, OH, AK, and HI on
the other hand, for 180 days. An un-
derlying ETA seeks up to 90 days au-
thority. Supporting shipper(s): There
are .approximately (5) statements of
support attached to this application
which may be examined at the Inter-
state Commerce Commission in Wash-
ington, DC, or copies thereof which
may be examined at the field office
named below. Send protests to: Bever-
ly J. Williams Trans. Asst., ICC, Feder-
al Building, & U.S. Courthouse, 46
East Street, Room 429, Indianapolis,
IN 46204.

MC 145516TA, filed November 7,
1978. Applicant: T. G. STEGALL
TRUCKING CO., INC., 6333 Idlewild
Road, Charlotte, NC 28212. Repre-
Sentative: T. G. Stegall, Jr. (same as
above). Bananas, requiring the use of
mechanically refrigerated trailers,
from Charleston, SC to Charlotte, NC
and Raleigh, NC for 180 days. An un-
derlying ETA seeks 90 days authority.
Supporting shippers: A & P Tea Com-
pany National Produce Division, P.O.
700, Elmwood City, NJ 07407-Associ-
ated Grocers Mutual of Carolina, Inc.
'701 Lawton Road, Charlotte, NC
28237-Winn Dixie Charlotte, Inc.,
1105 Nevada Blvd., Charlotte, NC
28234. Send protests to: Terrell Price,
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ICC. Room CC-516. Mort Office Build-
ing, 800 Briar Creek Road. Charlotte,

NC 28205.
MC 145549 (Sub-ITA). filed October

30, 1978. Applicant: STEVE ALLEN,
d/b/a RIGGS & ALLEN TRANSPOR-
TATION, 621 Harbor Boulevard, West
Sacarmento, *CA 95691. Authority
sought to operate as a contract carri-
er, by motor vehicle, over Irregular
routes, transporting: Lumber, wood
pulp and wood products, (including
flakeboard), from the plants and facll-
ities of Louisiana-Pacific Corporation
in Humboldt County, CA. to rail
reload operations located at their
plants and facilities in Mendocino and
Sonoma Counties. CA. under a con-
tinuing contract, or contracts, with
Louisiana-Pacific Corporation, for 180
days. An underlying ETA seeks 90
days authority. Supporting shipper(s):
Louisiana-Pacific Corporation, P.O.
Box 158, Samoa, CA, 95564. Send pro-
tests to: A. J. Rodriguez DS, 211 Main
Street, Suite 500. San Francisco. CA
94105.

MC 145707TA, filed November 3.
1978. Applicant: HENRY JOHNSON
TRUCKING, 7701 Greenleaf Drive.
Omaha, NE 68128. Representative:
Melvin C. Hansen, 610 Service Life
Bldg., Omaha, NE 68102. Authority
sought to operate as a contract carri-
er, by motor vehicle, over Irregular
routes, transporting: Meats, from
Omaha, Lyons, Crete. Schuyler and
Madison, NE; Sioux City, Glenwood.
Estherville. Storm Lake. Leslie. Chero-
kee, Denison, Iowa Falls, Des Moines,
Marhsalltown, Ottumwa, Davenport,
Cedar Rapids, and Perry, IA: and Chi-
cago, IL; to Sacramento and San Fran-
cisco and their commercial zones, CA.
under a continuing contract, or con-
tracts, with Pacific Provisions, Inc.. for
180 days. An underlying ETA seeks up
to 90 days authority. Supporting
shipper(s): Joseph D. Ryan. Vice Presi-
dent. Pacific Provisions. Inc.. 139
Mitchell Avenue, Suite 219, South San
Francisco, CA 94080. Send protests to:
Carroll Russell DS, ICC. Suite 620, 110
North 14th Street, Omaha, NE 68102.

MC 145707 (Sub-ITA), filed Novem-
ber 3. 1978. Applicant: HENRY JOHN-
SON TRUCKING, 7701 Greenleaf
Drive, Omaha, NE 68128. Representa-
tive: Melvin C. Hansen, 610 Service
Life Bldg., Omaha, NE 68102. Authori-
ty ought to operate as a contract car-
rie, by motor vehicle, over irregular
routes, transporting: Paper labels,
from Fort Dearborn Lithograph Com-
pany at Niles, IL, to points in CA,
under a continuing contract or con-
tracts. with Fort Dearborn Lithograph
Company, for 180 days. An underlying
ETA seeks up to 90 days authority.
Supporting shipper(s): Clifford T.
Crestodina, Label Operations Man-
ager, Fort Dearborn Lithograph Coin-
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pany, 6035 West Gross Point Road,
Chicago, Ili 60648. Send protests to:
Carroll Russell DS, ICC, Suite 620, 110
North 14th Street, Omaha. NE 68102.

MC 145709TA filed November 7,
1978. Applicant: RICKY L. CHRISTY,
809 F. Avenue, Vinton, IA 52349. Rep-
resentative: Richard D. Howe, 600
Hubbell Building. Des Moines, IA
50309. Rough cut lumber, from the
facilities of Big Timber, Inc., at or
near Vinton, IA to points in I, WI.
MN and NE, for 180 days. An underly-
ing ETA seeks 90 days authority. Sup-

porting shipper(s): Big Timber, Inc., R.
R. No. 2, Box 169-1. Vinton, IA 52349.
Send protests to: Herbert W. Allen,
ICC, 518 Federal Building. Des
Moines, IA 50309.

MC 145719TA. filed October 30,
1978. Applicant: A & A TRANSPORT
SERVICES. INC., Maple Tree Indus-
trial Park, P.O. Box 12, Boston Road.
Palmer,, MA 01069. Representative:
Arlyn I. Westergren. 7101 Mercy
Road, Suite 106, Omaha, NE 68106.
Authority sought to operate as a con-
tract carrier, by motor vehicle, over ir-
regular routes, transporting: Lighting
fixtures and such commodities as are
used in the manufacture and produc-
tion of lighting fMtures, between Wil-
mington, MA. on the one hand, and,
on the other, points in the United
States, (except Alaska and Hawaii),
under a continuing contract, or con-
tracts, with Keene Corporation, for
180 days. An underlying ETA seeks up
to 90 days authority. Supporting
shipper(s): Keene Corp., Industrial
Way, Wilmington, MA 01887. Send
protests to: David M. Miller DS, 436
Dwight Street, Room 338, Springfield,
MA 01103.

MC 145722TA, filed November 3,
1978. Applicant: REM LEASING,
INC.. 114 Roral Road, Jamestown, NC
27282. Representative: Chester A.
Zyblut, 366 Executive Bldg., 1030 Fif-
teenth Street, N.W., Washington, D.C.
20005. Fabrics, from High Point, Bur-
lington, Concord, and Shelby, NC;
Lyman and Rock Hill, SC; and Atlan-
ta, GA; to Atlanta. GA; Tulsa, OK;
and Los Angeles, CA: and Materials,
equipment, and supplies used in the
distribution and sale of fabrics, from
Los Angeles, CA: and Tulsa, OK; to
Tulsa, OK; and Atlanta, GA, for 180
days. An unerlying ETA seeks 90
days authority. Supporting shipper(s):
Fabricut, Inc., 9303 East 46th Street,
Tulsa, OK 74145. Send protests to:
Archie W. Andrews DS, ICC, 624 Fed-
eral Bldg., 310 New Bern Avenue. P.O.
Box 26896, Raleigh. NC 27611.

MC 145723TA, filed November 2.
1978. Applicant: H&M TRUCKING
CO., Box 173, Clinton, IL 61727. Rep-
resentative: Robert T. Lawley, 300
Reisch Building, Springfield, IL 62701.
Authority sought to operate as a con-
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tract carrier, by motor 'vehicle, over ir-
regular routes, transporting:' (1) Soiy-
bean meal and soybean flakes, in bulk,
from Bloomington, IL to Montgomery,
AL, Gainsville, Macon and Union City,
GA, KY, Lansing, MI, Jackson, MI,
Charlotte, NC, Cincinnati and Circle-
ville, OH, Memphis and Nashville, TN,
for the account, of Ralston Purina
Company, and (2) Meat and bone
meal, meat scraps, blood'meal, in bulk,
from points'in CO, IL, IA, IN, KY, KS,
MI, MO, MN, NE, ND, OK, TX and
WI to "points in AR, IL, IN, IA, LA,
MO,,MS, OK, for the account of Agri-
Trading Corporation, under a continu-
ing contract or contracts with Ralston
Purina Company and Agri-Trading
Corp., for 180 days. An underlying
ETA seeks 90 days authority. Support-
ing shipper(s): Ralston Purina Compa-
ny, 835 So. 8th Street, St. Louis, MO
63188. Agri-Trading Corporation, P.O.
Box 457, Hutchinson, MN 55350. Send
protests to: Charles D. Little; ICC, 414
Leland Office Building 527 East Cap-
itol Avenue, Springfield, IL 62701. -

MC 145754TA, filed November 3,
1978. Applicant's Name: SUMMIT
TRANSPORTATION COMPANY,
P.O. Bo 1937, Breckenridge, CO
80424. Representative: John T. Wirth,
7i7-17th Street, Suite "2600, Denver,
CO 80202. Authority sought to operate
as a contract carrier), by motor vehicle,
over irregular routes, transporting:
Yogurt and ice cream from the fai~cll-
ties of Mountain High, Inc., at or near
Denver and Boulder, CO, to points in
the commercial zones of Phoenix-, AZ;
Los Angeles and San Francisco, CA;
Chicago, IL- Manhattan, KS; Boston,
MA; Detroit and Grand Rapids, MI;
Omaha, NE; Fargo, ND; -Cleveland,
OH; Salt Lake City, UT; and Seattle,
WA, under a continuing contract or
contracts with Mountain High Incor-
porated, for 180 days. An underlying
ETA seeks 90 days authority. SUP-
PORTING SHIPPER(S): Mountain
High Incorporated, 2201 Arapahoe
Street, Denver, CO 80205. SEND PRO-
TESTS TO: Roger L. Muchanan, ICC,
492 U.S. 'Customs House, 721 19th
Street, Denver, CO 80202.

MC 106207 (Sub-14TA), filed Octo-
ber 20, 1978. Applicant: NEW YORK-
KEANSBURG-LONG BRANCH BUS
CO., INC., 50 Highway 36, Leonardo,
NJ 07737. Representative: Sidney J.
Leshin, 575 Madison Avenue, New
York, NY 10022. Authority sought to
operate as a common carrier, by motor
vehicle, over regular routes, transport-
ing: Passengers and their baggage; in
the same vehicle with passengers, be-
tween Pt. Pleasant, NJ and New York,
NY: From Pt. Pleasant, NJ at Atlantic
Avenue to Highway 35; on Highway 35
to Highway 71; on Highway 71 to
Washington Boulevard, Sea Girt, NJ;
on Washington Avemie to The Cres-
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cent; on The Crescent to First Avenue;
oi First Avenue to Lake Ai~enue in
Spring Lake, NJ; on Lake Avenue to
Third Avenue; on. Third Avenue to
Ludlow Avenue; on Ludlow Avenue to
Allaire Road to .the intersection of
Highway 34; on-Highway 34 to the In-
terchange 98,on the Garden State
Parkway; on the Garden State Park-
way to the New Jersey Turnpike; on
the New Jersey Turnpike to the Pu-
laski Skyway; on the Pulaski Skyway
to the Holland Tunnel; across the
-Hudson Ri~er to the Borough of Man-
hattan, N.Y., NY and return over the
same route, for 180 days. Service is au-
thorized to and from all intermediate
stops. An underlying ETA seeks 90
days authority. SUPPORTING
SHIPPER(S): Various individuals sup-
port this application. SEND PRO-
TESTS TO. John P. rynn, ICC, 428
East State Street, Room 204, Trenton,
NJ 08608.

MC 145040 (Sub-ITA), filed Novem-
:ber 2, 1978. Applicant: HILTON ,T.
RAMSEY, d/b/a RAMSEY'S BUS

.LINES,, P.O. Box 667, J'onesboro, LA
71251. Representative: Harold R_ Ans-
worth, 2307 'American Bank Bldg.,
New Orleans, -LA -70130. Authority
sought to operate as a 'common carri-
'er by motor vehicle, over regular
routes, transporting: Passengers and
their baggage and express and newspa-
pets in the same vehicle"with passen-
gers- in regular route operations, and
passengers and their baggage in one-
-way and round trip charter operations,
(1) From Monroe, LA_ to Jonesboro,
LA., and return via Highway 1-20 to Its
junction with Louisiana Highway 34,
thence over Louisiana Highway 34 to
Chatham, LA, thence over Louisiana
Highway 4 to Jonesboro, LA. (2) From
Jonesboro, LA., to Winnfield, LA., and
return over 'U.S. Hwy 167. (3) From
Jonesboro, LA., to Elm Grove, LA.,
and return, via Louisiana Highway 4
to Ringgold; LA., thence over Louisi-
ana Highway 154.to Elm Grove, LA.
(4) From Elm Grove, LA., to Shreve-
port, LA., and return, via U.S. High-
way 71. (Restricted against charter
rights) (5) From Shreveport, LA., over
U.S. Hwy 80 to the intersection of U.S.
Hwy 80 and Louisiana Highway 164
and return. (Restricted against charter
rights) (6) From Fillmore, LA., to
Haughton LA, and return via Louisi-
ana Highway 157. (7) From Haughton,
LA., to junction of Louisiana Highway
614 and Louisiana Highway 164 and
return, via Louisiana Highway 614. (8)
From junction -of U.S. Hwy 80 and
Louisiana Highway 164 to Sibley, LA.,
and return via Louisiana Highway 164.
(9)'From Ringgold, LA., to the Louisi-
'ana-Arkansas State Line and return,
via Louisiana Highway 7 to Minden,
'LA.. thence over U.S. Hwy 80 to Dixie
'In; LA., thence over Louisiana High-
way-7 to the Louisiana-Arkansas State

Line.; and (10) From the Louisiana-Ar-
kansas State Line to Magnolia, AR.,
and return, via Arkansas Highway 132,
for 180 days. An underlying ETA seeks
90 days authority. SUPPORTING
SHIPPER(S): There are approximate-
ly (11) statements of support attached
to this application which may be eX-
amined at the Interstate Commerce
Commission in Washington, D.C., or
copies thereof which may be examined
at the field office named below. SEND
PROTESTS TO: Connie A. Guillory
DS, ICC, T-9038 U.S. Postal ServiCe
Bldg., 701 Loyola Ave. New Orleans,
LA. 70113.

By the Commission.
H. G. HOMME, Jr.,

Acting Secretary.
[FR Doe. 78-35681 Filed 12-21-78: 8:45 atn]

[7035-O1 -M]

[Finance Docket No. 28841 (Sub-No. l]

SEABOARD COAST LINE INDUSTRIES AND
SEABOARD COAST LINE RAILROAD CO.

Lease--Central Railroad Company of South
Carolina Between Lane and Sumter In Wil-
liamsburg and Sumter Counties, SC

SEABOARD .COAST LINE INDUS,
TRIES (SCLI) AND SEABOARD
COAST LINE RAILROAD COMPA-
NY (SCL), 500 Water Street, Jackson.
ville, FL 32202, represented by Neill
W. MeArthur, Jr., Assistant General
Attorney, 500 Water Street, Jackson-
ville, FL 32202, hereby give notice that
on the 17th day of November. 1978,
they jointly filed with the Interstate
Commerce Commission at Washing-
ton, D.C., an application under Section
5(2) of the Interstate Commerce Act
for a decision seeking authority to
renew and extend the existing lease of
the CENTRAL RAILROAD COMPA-
NY OF SOUTH CAROLINA (Central)
for an additional term of ninety-nine
(99) years. The application substan-
tially complies with Commission appli-
cable regulations (as clarified in Fi-
nance Docket No. 28841, decided De-
cember 13, 1978) and Is hereby accept-
ed.

The nature of the proposed transac-
tion is a lease renewal and extension,
which if authorized, will allow SCLI
and SCL to continue leasing Central
for an additional term of ninety-nine
(99) years.. Applicant SOL presently
leases Central pursuant to a lease ef-
fective December 1, 1881.

The proposed lease extension will
apply to the line of railroad between
Lane, in Williamsburg County, SC,
and Sumter, in Sumter County, SC.
Presently SCL has a local freight opor-
ating in each direction daily, except
'Sunday. This train Is Number 558,
'Charleston Sumter, turning back the
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same day as Number 557. Sumter to
Charlestoh. In.addition to that local
service, SCL olierates unit coal trains
over the line enroute to Pinopolis
Junction, SC, and of course, the empty
hopper trains return in the reverse di-
rection. The proposed transaction, of
renewing and extending- the existing
lease, will.not make any changes In
this existing operation. There Is no
passenger service involved in the pro-
posed transaction.

In the opinion of the Applicants, the
granting of the authority sought will
not constitute a major Federal action
significantly affecting the quality of
the human environment within the
meaning of the National Environmen-
tal Policy Act of 1969. In accordance
with the Commission's Regulations (49
C.F.R. 1108.8) in Ex Parte No. 55
(Sub-No. 4), Implementation-Natiol-
al Environmental Policy Act, 1969, 352
I.C.C. 451 (1976). any protests may in-
clude a statement indicating the pres-
ence or absence of any effect of the re-
quested Commission action on the
quality of the human environment. If
any such effect is alleged to be pre-
sent, the statement shall indicate with
specific data the exact nature and
degree of the anticipated impact. See
Implementation-National Environ-
mental Policy Act, 1969, supra, at p.
487.

Interested persons may participate
formally in a proceeding by submitting
written comments regarding the appl-
cation. Such submissions shall indicate
the proceeding designation Finance
Docket No. 28841 (Sub-No. 1) and the
original and two copies thereof shall
be filed with the Secretary. Interstate
Commerce Commission. Washington,
D.C. 20423. not later than 45 days
after the date notice of the filing of
the application is published in the
F-trmM, REcisToL Such written com-
ments shall include the following: the
person s position. e.g.. party protestant
or party in support, regarding the pro-
posed transaction; specific reasons
why approval would or would not be in
the public interest; and a request for
oral hearing if one is desired. Addi-,
tionally. interested persons who do not
intend to formally participate in a pro-
ceeding but who desire to comment
thereon. may file such statements and
Information as they may desire, sub-
ject to the filing and service require-
ments specified herein. Persons sub-
mitting written comments to the Com-
mission shall, at the same time. serve
copies of such written comments upon
the applicant, the Secretary of Trans-
portation and the Attorney General.

H. G. Homumz Jr.
ActingSecretary.

tFR Doc. 78-35677 Fled 12-21-78; 8:45 am]
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'[6351-01-M]
I . -

COMMODITY FUTURES TRADING
COMMISSION.

TIME AND DATE: 10 a.m.,.January 9,
1979.

PLACE: 2033 K Street NW., Washing-
ton, D.C., 5th floor hearing room.

STATUS: Open.

MATTERS TO BE CONSIDERED:
Proposed § 912 Publication -of Viola-
tions (requirement of exchanges to
make public their findings and reasons
whenever disciplinary actions 'are
taken.).

CONTACT PERSON FOR MORE IN-
FORMATION:

Jane StuQkey, 254-6314
[S-2582-78 Filed 12-20-78; 3:21 pm]

[6712-01-M]

FEDERAL
COMMISSION.

2

COMMUNICATIONS

TIME AND DATE: 9 a.m., Thursday,
December 21, 1978.

PLACE: Room 856, 1919 M Street
NW., Washington, D.C.

STATUS: Open Commission meeting.

MATTERS TO BE CONSIDERED:

Agenda, item No., and subject

, Hearing-l-Court remand of the proceed-
ing'involving three applicants for addi-
tional 'frequencies in the DPLMRS
(Docket Nos. 20084-200-86).

Hearing-2-Fetitin-for extension of emer-
-gency pre-grant authority in the proceed-
Ing for construction permits in. the Rural
Radio Service in the applicant's certificat-
ed area in Western Utah, (CC Docket No.
78-240). ,

General -i -Petitions for special relief, filed
by Citizens Communications Center re-
questing approval of reimbursement provi-
sions contained in certain licensee-citizens
group agreements.

General-2-Application for Review of Staff
rulingdwhich partially denied the Freedom
of Information, Act request filed by Rob
Warden, (FOIA Control No. 8-123).

Genera,-3--Renewal of the Advisory Com-
--mittee for Cable Signal Leakage and the

Radio Technical, Comnission for-Marine
Services as "Federal Advisory Committees.

General-4-First report and-order, Docket
20817 amending part 13 of the rules to.
modify radio operator requirements and
delineate operator responsibility.

Safety and special radio services--l-License
assignment plans-land mobile trunked
systems at 800 MHz, et al.

Safety and special radio services-2-Appli-
cation filed by the Commonwealth of
Puerto Rico for review of the action of the
staff granting licenses to, nine private hos-
pitals in San Juan, Puerto Rico.

Common Carrier-l-A.T. & T.'s petition
.for reconsideration of the DDS order, 67
FCC 2d 1195 (1978), in which the Commis-
sion rejected AT..& T.'s tariff revisions
for dataphone digital service.

,Common Carrier-A-T. & T.'s petition for
reconsideration of our series 7000 rejec-
tion order..

Common Cairier-3-Petition for partial re-
consideration of Commission order desig-
nation inquiry into alleged improper activ-
ities by Southern. and Southwest Bell
Telephone Co.

Common Carrier-4-Petition for partial re-
consideration filed by AT. & T. in re-
sponse to a Commission order -concerning
a request for declaratory ruling by the As-
sociated Press.

Common Carrier-5-Applications by
Comsat General Corp.. I'T World Com-
munications, Inc., RCA Global Communi-
cations, Inc., and Western Union Interna-
tional, Inc., requesting various authoriza-
tions to extend or expand the services
presently authorized to be provided over
the Marisat Maritimd Satellite System.

Common Carrier-6-A:T. & T. application
for review, retiming for ratemaking pur-
poses of changes in accounting treatment,
of plant under construction and Interest

t during construction order in Docket No.
19129.

Common Carrler-7-Revisions to MCI
tariff FCC No. 1. transmittal Nos. 86. 88,
and 90.

Common Carrier-8-Tclocator Network of
America V. Illinois Bell Telephone Co.,
(File No. 20115-CD-P(-)-76.

Common Carrlcr-9-Applicaton to con.
struct Caribbean cable.

Common Carrler-10-Applicaton of Inter-
national Tele-Communications Develop
ment Corp. to land and operate one sub
sdarine cable on the island of Guam, (File
No. S-C-L-50).

Common Carrier-11-Petition to require
A.T. , T. to submit lnformtlon regarding
plans for use of Its domestic satellite for
specialize services; and establishment of
domestic communications satellite facili-
ties by non-government entitles.

Common Carrer-12-Modiflcation of de-
preciation rates for C. & P. of Virginia
and New England Telephone Co.

Cable television-Request for waiver filed
by WTTV. Bloomington, Ind.

Cable television-2-Petltlon for special
relief filed by Tele-Vue Systems, Inc,
Pittsburg, West Plttsburg, and Antioch,
Calif.

Cable television-3-Review of the decision
in Mldcontnent Cable Systems Co., Web-
ster, S. Dak.

Cable televison-4-Petitlon for waiver filed
by Midwest Vidlo Corp., Poplar Bluff, Mo.

Cable television-5-Petition for reconsider.
ation filed by Citizens Coinmittee for Ex-
pansion of Commercial Television to the
State of Delaware.

Assignment and transfer-l-Application
(BTC-7807211D) for transfer of United
Artists Broadcasting, (WRIK-TV, Ponce,
Puerto Rico from the United Artists Corp.
to Tele-Luz Washington, Inc.

Assignment and transfer-2-Tax certifi.
cates in connection with the sale of
WAWA, West Allis, Wis. and WAWA-FM,
Milwaukee, Wis. from Suburbanare, Inc,
to APB Enterprises, Inc. and of WBRB.
FM. Mt. Clemens, Mich. from Malrlto
Broadcasting Co. to Inner City Broadcast-
ing Corp. of Michigan.

Renewal-l-Application for renewal of
• WTRA, Latrobe, Pa.
Renewal-2-Petitions to deny, filed by

Committee for Community Access against
renewal of WACQ(AM) and WTTK(FM),
Boston, Mass.

Renewal-3-By direction letters Imposing
appropriate EEO sanctions on certain
broadcast stations.

Renewal-4-Petition for reconsideration of
renewal of KWAC, Bakersfield, Calif.,
filed by the Community Service Organiza.
tion and the United Farm Workers Orga.
nizing Committee.

Aural---Application for FM station BPH-
9566 filed by Amherst Broadcasting, Am.
herst, Mass.

Aural-2-Applcaton for KEpA, San Anto-
nio, Tex. filed by D. & E. Broadcasting Co.
(ARN 780728AT).

Television-Applications of Commercial
Radio Institute, Inc. (BPCT-4925) and
Christian Voice of Central Ohio (BPCT-
4955) for a new station on Channel 28, Co.
lumbus. Ohio.
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Television-2-Application (BPCT-4878)x-of
Sarasota-Bradenton, Florida TV. (WXLT-
TV), Sarasota, Fla.

Television-3-Request of Bethel Broadcast-
ing, Inc. (KYUK-TV, Bethel, Alaska) for
extension of Commission's action waiving
section 73.621 of the rules to allow ETV
station to carry-commercial matter during
Alaska satellite demonstration project,
and opposition to the request filed by
Alaska Cable Television Association.

Broadcast-i-Declaratory ruling sought by
Storer Broadcasting Co. conderning its
proposed minority ownership assistance
program.

Broadcast-2-Petition 'for reconsideration
of second report'and order in Docket No.
20735, changes in the rules relating to
noncommercial educational FM broadcast
stations.

Complaints and compliance-Response of
KCCT. Inc. (KCCT). Corpus Christi, Tex..
to a notice of apparent liability.

Complaints and compliance-2-Request for
a declaratory ruling concerning the mean-
ing of-the phrase "'program of any part
thereof" in section7325(a) of the act.

This meeting may be continued the
following work day to allow the Com-
mission to complete appropriate
action-

Additional information concerning
the meeting may be obtained from the
FCC Public Information Office, tele-
phone 202-632-7260.

Issued: December 18, 1978.
[S-2577-78 Filed 12-20-78; 3:12 pm]

[6712-01--Ml

FEDERAL
COMMISSION

3

COMMUNICATIONS

TIME AND DATE: 9 n.m. Thursday,
December 21, 1978.

PLACE: Room 856, 1919 M Street
NW., Washington, D.C.

STATUS: Open Commission meeting.

CHANGES IN THE MEETING: Addi-
tional item to be considered:

Agenda, itemNa, and subject

Broadcast-3-First report and order in
Docket No. 21474 concerning broadcast
equal employment opportunity rules and
forms as they apply to minorities and
women.

Additional information concerning
the meeting may be obtained from the

-FCC Public Information Office, tele-
phone 202-632-7260.

Issued: December 19, 1978.
ES-2578-78 Filed 12-20-78; 3:12 pm] "

[6712-01-M]

FEDERAL
COMMISSION.

COMMUNICATIONS

PREVIOUSLY ANNOUNCED TIME
AND DATE OF MEETING: 9 am.,
Thursday, December 21, 1978.

PLACE: Room 856. 1919 M Street
NW., Washington, D.C.

STATUS: Closed Commission meeting
following the open meeting.

CHANGES IN THE MEETING: The
following item has been deleted:

Agenda, item No., and subject
Complaints and compliance-1-Field Inves-

tigation into the operation of radio sta-
tions WDAS and WDAS-FM. Philadel-
phla, Pa., llkensed to Max T& Leon. Inc.

Additional Information -concerning
this meeting may be obtained from
the FCC Public Information Office,
telephone 202-632-7260.

Issued: December 19, 1978.
tS-2579-78 Filed 12-20-78:3:12 pm]

[6714-01-M]

5

FEDERAL DEPOSIT INSURANCE
- CORPORATION.

Pursuant to the provisions of subsec-
tion (e)(2) of the "Government in the
Sunshine Act" (5 U.S.C. 552b(e)(2)),
notice is hereby given that at 4 p.m.
on Wednesday, December 13, 1978, the
Board of Directors of the Federal De-
posit Insurance Corporation met in
room 6006 of the FDIC Building, 550
17th Street NW., Washington, D.C., to
approve a recommendation regarding
the liquidation of assets acquired by
the Corporation from United States
National Bank (in receivership). San
Diego, Calif.

In calling the meeting, the Board de-
termined, on motion of Director WIl-
1am M. Isaac (appointive), seconded
by Acting Chairman John G. Hel-
mann, that Corporation business re-
quired its consideration of the recom-
mendation on less than 7 days notice
to the public; that no earlier notice of
the meeting was practicable; and that
the meeting could be closed to public
observation pursuant to subsections
(c)(4), 4(c)(9)(B), and Cc)(10) of the
"Government in the Sunshine Act" (5
U.S.C. 552b(c)(4), (c)(9)(B). and
(c)(10)), since the public Interest did
not require consideration of the re-
commendaton in a meeting open to
public observation.

Dated: December 13, 1978.
FsnaaAL DEPOSrr INSURANCE

CORPORATION,
ALAN R. Mm, 

Executive Secretary.
(S-2573-78 Filed 12-20-78: 11:51 am]

[6714-01-M]

FEDERAL DEPOSIT INSURANCE
CORPORATION.

Pursuant to the provisions of subsec-
tion (e)(2) of the "Government in the
Sunshine Act" (5 U.S.C. 552bCe)(2)),
notice Is hereby given that at 4:05 p.m.
on Friday, December 15, 1978, the
Board of Directors of the Federal De-
posit Insurance Corporation met by
telephone conference call to issue a
temporary cease-and-desist order and
to institute cease-and-desist proceed-
ings, In accordance with sections 8(b)
and 8(c) of the Federal Deposit Insur-
ance Act (12 U.S.C. 1818(b), 1818(c)),
against an insured State nonmember
bank.

In calling the meeting, the Board de-
termined, on motion of Director Wil-
iam M. Isaac (appointive), seconded.

,by Acting Chairman John G. Hei-
mann, that Corporation business re-
quired its consideration of the matter
on less than 7 days notice to the
public; that no earlier notice of the
meeting was practicable; and that the
meeting could be closed to public ob-
servation pursuant to subsections
(c)(6), (c)(8), and (c(9)(A(ii) of the
"Government in the Sunshine Act'" (5
U.S.C. 552b (c)(6), (c)(8), and
(c)(9)(AiD), since the public interest
did not require consideration of the
matter in a meeting open to public ob-
servation.

Dated: December 15, 1978.
FEDERAL DEPosrr IiqsuRAscE

CORPORATION,
ALmt R. MI=,

E ecutive Secretary.
(S-2574-78 Fied 12-20-78: 11:51 am]

[6714-01-M]
7

FEDERAL DEPOSIT INSURANCE
CORPORATION.

Pursuant to the provisions of subsec-
tion (e)(2) of the "Government in the
Sunshine Act" (5 U.S.C. 552be(2)),
notice is hereby given that at 3:20 p.m.
on Saturday, December 16, 1978, the
Board of Directors of the Federal De-
posit Insurance Corporation met by
telephone conference call to (1) accept
sealed bids for the purchase of certain
assets of and the assumption of the
deposit liabilities of North Point State
Bank. Arlington Heights, Ill., which
was closed by the Illinois Commission-
er of Banks and Trust Co. as of the
close of business December 16, 1978;
(2) approve a resulting application
from the Bank & Trust Co. of Arling-
ton Heights, Arlington Heights, Ill.,
for consent to purchase certain assets
of and assume the liability to pay de-
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posits made in" the closed bank and to
operate the sole office of the closed
bank as a facility of the Bank & Trust
Co. of Arlington Heights; (3) provide
such financial assistance, pursuant to
section 13(e) of the Federal Deposit
Insurance Act (12 U.S.C. 1823(e)), as
was necessary to effect the purchase
and assumptiof, trarisaction; and (4)
appoint a liquidator for such of the
alsets of the closed bank as were not
purchased by the Bank & Trust Co. of
Arlington Heights.

In calling the meeting, the Board de-
termined, on motion of Director Wil-
liam M. Isaac (appointie), seconded
by Mr. H. Joe Selby, acting in the
place and stead of Acting Chairman
John G. Heimann, that Corporation
business required its consideration of
the matter on less than seven days'
notice to the public; that no earlier
notice of the meeting was pr~cticabld;
and that the meeting'could be closed
to public obsevation pursuant to sub-
sections (c)(8) and (c)(9)(A)(ii) of the
"Government in the Sunshine Act" (5
U.S:C. 552b(c)(8) and (c)(9)(A)(i)),
since the public interest did not re-
quire consideration of the matter in a
meeting open to public observation.

Dated: December 18. 1978.

FEDERAL DEPOSIT INSURANCE
CORPORATION,

ALAN R. MILLER,
Executive Secretary.

[S-2575-78 Filed 12-20-78; 11:51 am]

[6746-02-M1

8

FEDERAL ENERGY REGULATORY
COMMISSION.

FEDERAL REGISTER CITATION
OF PREVIOUS ANNOUNCEMENT:
Published December 18, 1978, 43 FR
58895.

PREVIOUSLY ANNOUNCED TIME
AND DATE OF MEETING: 10 a.m.,
December 20, 1978.

CHANGES IN THE MEETING: The
following items have been added:

Item No., docket No. 'and company

CI-3. R176-129. Byron Oil Industries, Inc.
CP-10. RP76-3, Inland Gas Co.
CP-11. RP72-99. Transcontinental Gas Pipe

Line Corp.
CAM-7. ERA's proposed rulemaking:

Amendment to the Mandatory Petroleum
Price Regulations allowing pass-through
of increased rentals and the cost of vapor
recovery systems above the present 3 cent-
per-gallon maximum.

CAM-8.,ERA's proposed rulemaking regard-
ing special set-aside procedures for middle
distillates.

CAM-9. FEAs proposed regulation estab-
lishing procedures for distributing refunds
obtained through compliance actions to
classes of unidentified purchasers.

SUNSHINE ACT MEETINGS

M-7. RM79-4, amendments to the Commis-
sion's Regulations relating to independent
producer filing requirements.

CI-4. CI78-1223, Laclode Gas Co.
CI-5(A). CI79-100, Galilee Land & Cattle

Co.
CP-9(B). CP77-216, et aL, Distrigas of Mas-

sachusetts Corp.. et al.
CP-12. RP72-6 and RP76-38, et at., El Paso

Natural Gas Co.
CP-13. CP71-68. et at, Columbia LNG
-Corp., Consolidated System LNG Corp..
and Southern Energy Co.

ER-15. E-7796 and E-7777 (phase II). Pacif-
ic Gas & Electric Co.

KENNETH F. PLUMB,
Seci-etary.

[S-2580-78 Filed 12-20-78; 3:12 pm]

[6730-01-M]

-FEDERAL MARITIME COMMIS-,
SION.

"FEDERAL REGISTER" CITATION
OF PREVIOUS' ANNOUNCEMENT:
December 18, 1978, 43 F.R. 58896.

PREVIOUSLY ANNOUNCED TIME
AND DATE OF THE MEETING: 10-
a.m.; December 21, 1978.
CHANGES IN THE MEETING: Addi-
tion of the following items to the 'open
session:

10. Agreement No. 93-18: Modification of
the North Europe-U.S. Pacific Freight
Conference Agreement to extend authori-
ty on voting and independent action.

11. Proposed rulemaking to implement the
Outer Continental Shelf Lands Act
Amendments of 1978.

[S-2576-78 Filed 12-20-78:11:51 am]

[7527-01-MI

10
NATIONAL' COMMISSION ON LI-
BRARIES AND INFORMATION SCI-
ENCE.

TIME: 10:00 a.m.--400 p.m.

DATE: January 6, 1979.

PLACE: Sheraton Park Hotel, Wash-
ington, D.C.

STATUS: Closed.

MATTERS TO BE DISCUSSED: Ex-
,ecutive Session (closed meeting

§ 1703.202 (2) and (6) of the Code of
Federal Regulations. 45 CFR, Part
1703).

CONTACT PERSON FOR MORE IN-
FORMATION:

Alphonse F.-Trezza, Executive Direc-
tor, NCLIA, 202-653-6252. -

DATED: December 18, 1978.

. ALPHONSE F. TREZZA,
Executive Director,,NCLIS.

[S-2581-78 Filed 12-20-78:3:12 pm]

[4110-39-M]
11

NATIONAL COUNCIL ON EDUCA-
TIONAL RESEARCH.

"FEDERAL REGISTER" CITATION
OF PREVIOUS ANNOUNCEMENT:
S-1548-78, filed July 26, 1978, 11:44
a.m.

The National Council on Educational Re-
search hereby gives notice that it lis can.
celled Its January 11-12, 1979 meeting, The
meeting has tentatively been re-scheduled
for February 2-3, 1979. The agenda, for this
meeting and location will be published in
the FEtDERAL REGISTER at a later date.
/

PERSON TO CONTACT FOR IN-
FORMATION:

Ella L. Jones, Administrative Coordi-
nator, 202-254-7900.

PETER H. GEnBER,
Chief, Policy and Administra-

live Coordination, National
Council on Educational Re4
search.

[S-2571-78 Filed 12-20-78:11:51 am]

[7600-01-M)

12

OCCUPATIONAL SAFETY AND
HEALTH REVIEW COMMISSION,
"FEDERAL REGISTER" CITATION
OF PREVIOUS ANNOUNCEMENT:
43 FR 58256, December 13, 1978.
PREVIOUSLY ANNOUNCED TIME
AND DATE OF THE MEETING' 1
p.m. on December 21, 1978.
CHANGES IN THE MEETING:' Thi
meeting will take place at 9:30 a.m. oil
December 21, 1978.

[S-2570-78 Filed 12-20-78:11:51 am]

[4410-01-M]

13

U.S. PAROLE COMMISSION-NA-
TIONAL COMMISSIONERS (The
Commissioners presently maintaining
offices at Washington, D.C Headquar-
ters.)

TIME AND DATE: 9:30 a,m., Dccem.
ber 20, 1978.

PLACE: Room 500, 320 First Street.
NW., Washington, D.C.

STATUS: Open or closed pursuant to
a vote to be taken at the beginning of
the meeting.

"FEDERAL REGISTER" CITATION
OF PREVIOUS ANNOUNCEMENT:
December 7, 1978, 43 FR No. 236, pp.
57421-47467.

CHANGES IN THE MEETING: On
December 19. 1978, the Commission
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determined that the date and time for
the above meeting be changed to
Wednesday, December 27. 1978, at 9:30
a-m., that the place be changed to
Room 831, 320 First Street NIV..
Washington, D.C.; and that the above
change be announced at the earliest
practicable time.
CONTACT PERSON FOR MORE IN.
"FORMATION:

A. Ronald Peterson, Analyst, 202-
724-3094.

[S-2572-78 Filed 12-20-78: 11:51 am]
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RULES AND REGULATIONS

[4110-03-M]

Title 21-Food and Drugs

CHAPTER I-FOOD AND DRUG AD-
MINISTRATION, DEPARTMENT OF
HEALTH, EDUCATION, AND WEL-
FARE

[Docket No. 76N-0400]"

NONCLINICAL LABORATORY
STUDIES

Good Laboratory Practice Regulations*
AGENCY: Food and Drug Administra-.
tion.
ACTION: Final Rule.
SUMMARY: The agency is issuing
final regulations regarding good labo-
ratory practice in the conduct of non-
clinical laboratory studies. The action
Is based on investigatory' findings by
the agiency that some studies submit-
ted in support of the safety" of reguIat-
ed products have not been conducted
in accord with acceptable practice, and
that accordingly data from such stud-
ies have not always been. of a quality'
and integrity to assure product safety
in accord with the Federal Food,,Drug;
and Cosmetfc Act and other applicable
laws. Conformity with these rules Is
Intended to assure the high quality of
nonclinical laboratory- testing requfred
to evaluate the safety of regulated
products.
EFFECTIVE DATE: June 20, 1979.
FOR FURTHER INFORMATION.
CONTACT:

Paul D. Lepore, Bureau of Veteri-
nary Medicine (HEV-102), Food and'
Drug Administration, Department of
Health, Education, and Welfare,
5600 Fishers Lane, Rockville, MD
20857, (301-443-4313).

SUPPLEMENTARY INFORMATION:
The Food and Drug Administration-
(FDA) is establishing regulations in a
new Part 58 (proposed as Part 3e) in
Title 21 (21 CFR Part'58) regarding
good laboratory practice. These consti-
tute the first of a series of regulations
concerning investigational require-
ments which are being developed as a
result of the FDA Bioresearch Moni-
torfng Program. Proposed regulations,
providing interested persons 120 days
to submit comments,. were published
in the FEDERAL REGISTER of November
19, 1976 (41 PR 51206). In addition,
public hearings were held on February
15 and 16, 1977 for the, presentation-of
oral testimony on the propbsal.
Twenty-two oral presentationw- were
given (transcripts are on file with the
Hearing Clerk, Food and Drug Admin-
istration), and 174 written comments
were received. The comments have
been categorized and include the fol-

lowing: manufacturers of regulated
products (64),.associations (40), medi-
cal centers (20), private testing or con-
sulting laboratories (18), educational
institutions (15), government agencies
(8), individuals (8), and an airport df-
rector (1).

In the proposal, regulations were
designated as a new Part 3e. This final
rule incorporates them into a new
Part 58 (21 CFR Part 58). The follow-
ing redesignation table correlates the
new sections with those proposed, and,
in most instances, reference to the
new sections will be used hereinafter.

New Section

'Subpart A

58.29
58.31
58.33
58.35

58.41
58.43
58.45
58.47
58.49
58.51
58.53

58.61
58.63

Old Section

3e.1
3e.3

3e.103e.15

Subpart B
3e29-
3e.3L

3e.33

Subpart C
3e.41
3e.43
3e.45
3e.47
3e.49
3e.51
3e.53

Subpart D

Subpart E

58.81
58.83
58.90

Subpart F.

58.105
58.107
5&113

Deleted

Subpart 0
58.120
58.130

Subpart J

58.185
58.190
58.195

Subpart K

58.200
- 58.202

58.204
58.206
58.210
58.213
58.215
58.217
58.219

3e.105
3e.107
3e.113
3e.115

3e.120
3e.130

3e.185
3e.190
3e.195

3e.200
3e.202
3e,204
3e.206
3e.210
3e.213
3e.215
3e.217
3e.219

-As a, part. of the overall bioresearclt
monitoring program that was de-
scribed in the proposal, a pilot inspec-
tion program was carried out to assess-
the current status of laboratory prac-
tice of nonclinical testing facilities to
aid in evaluating the relevance of the
proposed regulations, and to identify-
any unanticipated difficulties in imple-

The pilot inspection program began
In December of 1976 and covered a
representative sample of testing facili-
ties. The results of these Inspections
have been evaluated, and the results
of the analysis have been made availa-
ble to the public as OPE Study 42,
"Resulis of the Nonclinical Toxicology
Laboratory Good Laboratory Practices
Pilot Compliance Program." Notice of
availability of this rep6rt was pub-
lished in the FEDERAL REGISTER of Oc-
tober 28, 1977 (42 PR 56799).

TABLE OF CONTENTS FOR PREAMBLE

GENERAL ISSUES (PARAGRAPHS 1 THROUGH 9)

General Provisions

Scope (paragraphs 10 through 16).
Definitions (paragraphs 17 through

36)_
Applicability to studies performed

under grants and contracts (para-
graphs 37 through 38).

Inspection of testing facility (para-
graphs 39 through 48).

Organization and Personnel

Personnel (paragraphs 49 through
57).

Testing facility management (para-
graph 58).

Study director (paragraphs 59
through 74).

Quality assurance unit (paragraphs
75 through 92).

Access to professional assistance
(paragraph 93).

Facilities

General (paragraphs 94 through 95).
Animal care facilities (paragraphs 96

through 101).
Animal supply facilities (paragraphs

102 through 104).
Facilities for handling test and con.

trol articles (paragraphs 105 through
106).-

Laboratory operation areas (para-
graphs 107 through 110).

Specimen and data storage facilities
(paragraph 111).

Administrative and personnel facili-
ties (paragraph 112).

Equipment

Equipment design (paragraphs 113
though 115).

Maintenance and 'calibration of
equipment (paragraphs 116 through
119).

Testing Facilities Operation

Standard operating procedures
(paragraphs 130 through 145).

Reagents and solutions (paragraphs
menting an agency-wide monitoring- 146 through 149).
and compliance program for the -test- Animal care (paragraphs 150
ing facilities., through 167).
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Test and Control Articles

Test and control article characteriza-
tion (paragraphs 168 through 182).

Test and control article handling
(paragraphs 183 through 184).

Mixtures of articles with carriers
(paragraphs 185 through 192).

Protocolfor and Conduct of a
Nonclinical Laboratory Study

-Protocol (paragraphs 193 through
204).

Conduct of a nonclinical laboratory
study results (paragraphs 205 through
209).

Records and Reports

Repbrting of nonclinical laboratory
study results (paragraphs 210 through
216).

Storage and retrieval of records and
data (paragraphs 217 through '23).

Retention of records (paragraphs
224 through 230). 1

Disqualification of Testing Facilities

Purpose (paragraph 231).
Grounds for disqualification (para-

graphs 232 through 233).
Notice of and opportunity for hear-

ing on proposed disqualification (para-
graphs 234 through 238).

inal order on disqualification (para-
graphs 239 through 240).

Actions upon disqualification (para-
graphs 241 through 242).

Public disclosure of information
upon disqualification (paragraphs 243
through 246).

Alternative or additional actions to
disqualification (paragraph 247).

Suspension or termination of a test-
ing facility by a sponsor (paragraphs
248 through 250).
-Reinstatement of a disqualified test-
ing facility (paragraphs 251 through
252).-
Conforming Amendments (paragraph

253)

GENmatI IssuEs

1. Many of the written responses to
the proposal were in two parts: a dis-
cussion of broad issues and a critique
of the regulations by section and para-
graph. Over a -thousand individual
items have been considered.

2. Thirty-two comments requested
republication of the proposed regula-
tions as guidelines.

The Commissioner of Food and
Drugs advises that publishing guide-
lines rather than regulations was con-
sidered and rejected before publica-
tion of the proposal. The question was
considered again in preparation of this
order, and again rejected. The serious-
ness of problems encountered in test-
ing facilities demands the use of an ap-
proach that '11l achieve compliance
directly and promptly. Only by speci-

RULES AND REGULATIONS

fying the requirements for compliance
in detailed, enforceable regulations
can the Commissioner be assured of
the quality and integrity of the data
submitted to the agency in support of
an application for a research or mar-
keting permit.

3. Some comments objected to the
incorporation by reference of other
laws, recommendations, and guidelines
as being either redundant or without
the authority conferred by rulemaking
procedures as required by the Admin-
istrative Procedure Act. It was also as-
serted that such incorporation could
lead to conrfusion.

The Commissioner agrees that these
regulations should not duplicate regu-
lations and requirements subject to
the purview of other agencies. There-
fore, reference to animal care provi-
sions of the Animal Welfare Act of
1970 (Pub. L. 91-570) and recommen-
dations contained in Department of
Health, Education, and Welfare
(HEW) Publication No. (NIH) 74-23
have been deleted from §§ 58.43(a) and
58.90(a) (21 CFR 58.43(a) and
58.90(a)). Also, all provisions that re-
ferred to regulations of the Occupa-
tional Safety and Health Administra-
tion or were concerned with the
health and safety of employees have
been revised or deleted, Le.,. 21 CFR
58.33(a) (by deletion of proposed 21
CPR 3e.31(a)(11)), 21 CFR 58.53(b). 21
CFR 58.81 (by deletion of proposed 21
CPR 3e.81(b)(10)), and -21 CFR
58.120(a) (by deletion of proposed 21
CFR 3e.120(a)(17)). Reference to the
regulations of the Nuclear Regulatory
Commission has been removed from
§ 58.49; and proposed § 3e.115, dealing
with the handling of carcinogenic sub-
stances, has been deleted. In addition,
the Commissioner has deleted refer-
ence to the various animal care guide-
line cited in the proposal.

4. Some comments said the regula-
tions should not be retroactive to pre-
vious studies or those ongoing and
should include reasonable transitional
provisions for their implementation.

To give nonclinical laboratory facili-
ties adequate time to implement re-
quired changes in their organization
and physical plant, a period of 180
days after publication in the FDERAL
Roxnsv E is provided for these regula-
tions to become fully effective. The
regulations are not retroactive. All
studies initiated after the effective
date shall be subject to the regula-
tions. The remaining portions of stud-
ies in progress on the effective date of
the regulations shall be conducted in
accordance with these regulations.

5. A number of comments challenged
the general legal authority of FDA to
issue good laboratory practice regula-
tions. Other comments challenged the
legal authority to require record reten-
tion or quality assurance units, or to
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specify the content of required records
or location of storage.

The Commissioner finds that the au-
thority cited in the preamble to the
proposal (41 FR 51219; Nov. 19, 1976)
provides a sound legal basis for the
regulations. Although many matters
covered in these regulations are not
explicitly mentioned in any of the
laws administered by the Commission-
er, the Supreme Court has recognized,
in Weinberger v. Bentex Pharmaceut-
cals, Inc., 412 U.S. 645, 653 (1973), that
FDA has authority that "is implicit in
the regulatory scheme, not spelled out
in haec verba" in the statute. As
stated in Morrow v. Clayton, 326.F.2d
36. 44 (10th Cir. 1963):

However, It is a fundamental principle of
administrative lzkw that the powers of an ad-
ministrative agency are not limited to those
expressly granted by the statutes, but in-
clude, also. all of the powers that may be
fairly implied therefrom.

See Mourning v. Family Publications
Service, Inc., 411 U.S. 356 (1973); see
also National Petroleum Refiners Asso-
ciation v. F.T.C, 482.F.2d 672 (D.C.
Cir. 1973). The Commissioner con-
cludes that there is ample authority
for the promulgation of good labora-
tory practice regulations. No comment
presented any explanation or informa-
tion to the contrary, let alone a cogent
argument that FDA lacks legal au-
thority under existing statutes. The
standards prescribed represent ampli-
fication of the legal requirements re-
garding evidence of safety necessary to
approve an application for a research
or marketing permit and parallel, to a
great extent, steps that FDA has
found have been taken by members of
the regulated industry to improve non-
clinical laboratory operations.

6. One comment argued that the
opinion of the Court of Appeals in
American Pharmaceutical Association
v. Weinberger, 530 F.2d 1054 (D.C. Cir.
1976). should be read to limit FDA's
authority to issue regulations under
section 701(a) of the act (21 US.C.
371(a)).

The Commissioner disagrees with
the argument advanced in the com-
ment. As discussed in the preamble to
the proposed regulation, the agency's
authority to issue regulations under
section 701(a) of the act has been
upheld by the courts. (See Weinberger
v. Hynson, Westcott & Dunning, Inc,
412 U.S. 609 (1973); see also National
Confectioners Association v. Califano,
No. 76-1617 (D.C. Cir. Jan. 20. 1978);
Upjohn Co. v. Finch, 422 F.2d 944 (6th
Cir. 1970); Pharmaceutical Manufac-
turers Association v. Richardson, 318
F. Supp. 301 (D. Del. 1970).) The ques-
tion is not FDA's authority to issue
regulations under section 701(a) of the
act per se, but whether regulations
Issued under section 701(a) of the act
appropriately implement other see-
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tions. of the act. As articulated. in the
original 'proposal, and as discussed in,
the previous two paragraphs, the Com-
mission6r has determined that these
regulations are essential to enforce-
ment of the agency's- responsibilities-
under sections 406,, 408, 409, 502, 503,
505, 506, 507, 510, 512, 513, 514, 515,
516, 518, 519, 520, 706, and 801 of the
Federal Food, Drug, and. Cosmetic Act,
as well as the responsibilities of FDA
under sections-351 and 354-360F of the
Public Health Service Act.

7. A number of comments sdid var-
ious sections of the act did not specify
the submission of safety data or did
not deal with -'applications for re-
search or marketing permits."

The Commissioner has reviewed the
comments and finds that -the com-
ments are based on a misunderstand-
ing of the phrase, "applications for re-
search or marketing permits." This
concept is discussed in relation to
§ 58.3(e) below. Each cited provision
contains authority for FDA either to
require submission of, or to use, non-
clinical safety data to joustify a deci-
sion to approve the'distribution of a
regulated product.

8. A number of comments said" the
cost of implementing the proposed,
regulations would be prohibitive to
smaller testing laboratories and would,
at the least, result i'na substantial in-
crease in the cost of product testing.

The Commissioner agrees that im-
plementation of these regulations'will;
increase the cost of nonclincal, labora-
tory testing. The Commissioner finds,
however, 'that such costs are justified,
on the basis of the resultant increase
in the assurance of the qualityandin-
tegrity of the safety data, submitted' to
the agency. The. agency has previously
concluded (see the FEmERAL REsisTER
of-November 19, 1976 (41 FR 51220))
that. this document does not contain
regulations requiring preparation of
an Inflation impact statement under
Executive Orders 11821 and 11929,
Office ofC Management 'and Budget
Circular A-107 and -the guidelines
issued by the Department of Health,
Education,, and Welfare. For a notice"
on the availability of the agency's eco,-
nomic impact 'assessment regarding
rules for good laboratory practice for
nonclinical laboratory studies, see the
FEDERAL REGISTER of February 7, 1978
(43 FR 5071): The revisions in this
final rule, along. with. the findings. of
the pilot program,, which showed that
many of the .inspected facilities were
already substantially in compliance
with the proposed regulations,, should
allay some of' the concerns of small
facilities regarding cost or .feasibility
of compliance.

9. Many - comments, suggested,
changes. in, language, grammar, termi-
nology, punctuation;. sentence struc-
ture, and other editorial changes, to
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clarify or improve, upon the-require-
ments as stated in the regulations 'or
to, eliminate redundancies, or inconsis-
tencies- Comments that raised signifi-
cant policy questions, suggested
changes in the substance of the regu-
lation,, or otherwise required, in the
Commissioner's opinion, a specific re-
sponse, are discussed. individually
below: Many of.the suggested changes,
however, were editorial and stylistic
and do not warrant a detailed discus--
sion.

The Commissioner has reviewed
each of these numerous editorial and
languagq changes to detdrmine wheth-
er it offered an improvement in clarity
or definition,, eliminated an obvious
error or redundancy, promoted con-
sistency with other portions of the
regulations, or otherwise Identified
textual problems that had not been
previously noted by FDA. Where the
proposed alternative language or other
changes suggested by the comments
were superior to the proposal, they
weie adopted in substance or verba-
tin. Where they did not offer any im-
provement, the Commissioner declined
to accept them.

GENERAL PROVISIONS

SCOPE

10.. Numerous: comments addressed
the stated scope of the proposed regu-
lations, (§ 58.1). Six comments said the
proposed scope, was vague. Ten com-
ments said the scope should be limited
to long-term: animal toxicity studies.
-Twenty-two comments; indicated that
the scope should be limited to; animal
safety studie to be submitted. to FDA.
Individual comments recommended
limiting the scope to studies per-
formed on'marketed products, studies
performed on 'animals and other bio-
logical test, systems,, or studies submit-
ted in support of a color additive peti-
tion, food additive petition, -investiga-
tional new drug application, new drug
application, ok new animal drug appli-
cation..

In the preamble to the proposed reg-
ulations, the Commissioner set forth
the- reasons: for the broad terminology.
employed in, the statement of scope,
stating, "these regulations are intend-
ed to- ensure, as far .as possible,, the
quality anld integrity of test data that
are submitted to FDA and become the
basis for regulatory decisions made by
the Agency." In the proposed rule (41
FR,,51210), the Commissioner specifi-
cally invited comments on which labo-
ratories-and/or studies should be sub-
ject to the regulations, and further, on
whether the scope of the regulati6ns
should, be. defined In terms of the type
of testing facility rather than the type
of study performed. Based on. the
review, of the comments, the Commis-
sioner, has chosen to, describe .the
scope of. the regulations- in language-

that Is only slightly changed from the
proposal. Further clarification of
scope is achieved by the specific defi-
nition of the key terms, "nonclinical
laboratory study" and "application for
research or marketing permit"' in
§ 58.3. Taken together, these provi-
sions eliminate any vagueness in the
scope of these regulations.
. The Commissioner hag rejected the
request to narrow the scope by listing
in the regulation specific types of
studies covered. Any such list, if it in.
cluded all types of studies used by the
agency to assess the safety of all the
products It regulates, would be cum-
bersome and might exclude specific
types of studies that could become Im-
portant to future safety decisions. The
Commissioner emphasizes that this
decision does not mean, however, that
the scope ofthe regulations is unlimit-
ed. The scope of, the GLP regulations
is limited In several ways.

First, they apply only to nonclinical
laboratory studies that are submitted
or are conducted for submission to the
agency in support of a research or
marketing permit for a regulated prod-
uct. Language has been added that
provides that the scope includes stud-
ies "intended" to support applications
for research or marketing permits,
This language was included In the pre-
amble to the proposed regulation (41
FR 51209), and the Commissioner has
added the language to the regulation
because it helps to make clear in ad-
vance when a study should comply
with the regulation and when a study
should be listed on a testing facility's
master schedule sheet as a nonclinical
laboratory study subject to these regu-
lations (§ 58.35(b)(1)). Tests never in-
tended to be submitted to the agency
in support of (i.e., as the basis for) the
approval of a research or marketing
permit, such as exploratory safety
studies and range-finding experiments,
are not included even though they
may be required to be submitted' as
part of an ipplication or petition.

Second, the definition of "nonclini-
cal laboratory study" (§ 58.3(d)) makes
it very clear that studies Utilizing
human subjects, clinical studies, or
field trials In animals are not included,

Third, the scope of coverage is now
limited to safety studies, i.e., those
which can be used to predict adverse
effects of, and to 'establish safe use
characteristics for, a regulated prod-
uct.. "Functionality studies" have been
excluded in the final rule.

Fourth, the definition of "test.
system" (§ 58.3(1)) taken together with
the definition of "nonclinlcal labora-
tory study" makes it clear that the
scope of coverage is confined to stud-
ies, performed on animals, plants, mi-
croorganisms or subparts thereof.

Products regulated by the agency,
for which safety data may be required,
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cover a wide range of diverse items
that pose quite different types of risk.
Examples include implantable medical
devices; indirect food additives which
may occur in food in very small quan-
tities; direct food additives which'may
be consumed on i daily basis in larger
quantities; human drugs intended for
prescription or over-the-counter use;
animal drugs intended for use in pets
and other companion animals of social
importance, drugs -used in food-pro-
ducing animals "(drug residues can
become a part of food); radiation prod-
ucts used in the diagnosis and/or
treatment of a disease or condition; ra-
diation products (e.g., microwave
ovens and television sets) widely used
by the public; -vaccines; and blood com-
ponents and derivatives.

The guarantee of the safety of each
of these product classes requires con-
ducting a broad spectrum of - safety
tests, all of which should be subject to
the same standards. Therefore, the
Commissionier rejects the proposal to
limit the scope of these regulations to
long-term animal toxicity studies.
Median lethal dose (LD.,) and other
short-term tests are covered by the
regulations because they may serve as
part of the basis for approval of, for
example, use of an indirect food addi-
tive or an investigational new drug in
man.

In vitro biological tests are included.
insofar as such tests have a bearing on
product -safety, even though they are
not mow used in agency decisions, be-
cause they may in the future become
important indicators of -safety. Exam-
ples of such tests include short-term
mutagenicity tests as well as various
other tissue culture and organ tests.
-Also included in the scope of these

regulations are studies of safety of
regulated products on target animals,
acute toxicity studies on a final prod-
uct formulation, studies of test articles
that are completed in 14 days or less,
studies conducted on test articles used
in "minor food producing species of
animals" ,and studies on test articles
which are not widely used.

11. Several comments closely Telated
to the concerns expressed in para-
graph 10 of this preamble requested
that further language be added to the
regulation exempting certain specific
types of studies from coverage.

The Commissioner has reviewed the
requests and has chosen not to change
the language of-the regulation Itself to
exclude specific study types other
than those already mentioned (e.g.,
studies utilizing human subjects). The
regulations apply to any study con-
ducted to provide safety data in sup-
port of an application for a research
or marketing permit for an FDA-regu-
lated product, and a specific type of
study which may be important in the
overall safety evaluation of one type

of regulated product may not be Im-
portant in evaluating another. The
Commissioner believes it useful to
identify in this preamble further ex-
amples of studies that are-or are
not-within the scope of the GLP reg-
ulations. -

Examples of studies that are not
within the-scope of these GLP regula-
tions include:

a. Clinical tests performed solely In
conjunction with product efficacy.

b. Chemical assays' for quality con-
trol

c. Stability tests on finished dosage
forms and products.

d. Tests for conformance to pharma-
copeial standards.

e. Pharmacological and effectiveness
studies.

f. Studies to develop new methodolo-
gies for toxicology experimentation.

g. Exploratory studies on viruses and
cell biology.

I. Studies to develop methods of
synthesis, analysis, mode of action,
and formulation of test-articles.

I. Studies relating to stability. Identi-
ty, strength, quality, and purity of test
articles and/or control articles that
are covered by good manufacturing
practice regulations.

Further examples of types of tests
not covered include: -

a. Food additives: Tests of functiona-
lity and/or appropriateness of the
product for its intended use; tests of
extractability of polymerlc materials
that contact food; and all chemical
tests used to derive the specifications
of the marketed product.

b' Human and animal drugs* Basic
research; preliminary exploratory
studies; pharmacology experiments;
studies done to determine the physical
and chemical characteristics of the
test article independent of any test
system; and clinical Investigations.

c. Medical devices: All studies done
on products that do not come in con-
tact with or are not implanted in man.

d. Diagnostic products: Essentially
all are excluded.

e. Radiation products: Chemical and
physical tests.

L Biological products: All tests con-
ducted for the release of licensed bio-
logicals described in Part 601 (21 CFR
Part 601) of this chapter.

These examples do not represent all
the - exclusions from the regulations,
but provide guidance in applying the
agency's safety considerations to spe-
cific situations. The defined scope of
the regulations Is necessarily broad to
encompass the wide range of types of
safety tests, types of testing facilities
and regulated products for which
proper safety decisions are important.

12. More than 20 comments' sought
the addition ,of specific language
exempting various classes of FDA-reg-
ulated products, such as medical de-*

vices, from coverage by the regula-
tions:

The Conimlssioner has generally
elected not to permit exemptions
based on broad categories of regulated
products because no compelling rea-
sons have been presented that would
support the contention that assurance
of safety is less desirable for one class
of regulated products than for an-
other. Proper safety decisions are im-
portant for all these products; accord-
ingly, the processes by which such
safety data are collected should be
subjected to Identical standards of
quality and integrity.

13. Several comments said that the
animal care provisions should apply
only to these nonclinical studies using
laboratory animals and should not
apply to nonclinical studies which in-
volve large animals.

It is clear that the animal care provi-
sions are directed toward the use of.
laboratory animals, and therefore cer-
tain of these provisions may not apply
to studies not involving laboratory ani-
mals, such as tissue residue and me-
tabolism studies conducted in cattle.
Although these studies do fall within
the definition of a nonclinical labora-
tory study, the animals used in such a
study are not generally kept in a labo-
ratory setting. Because the husbandry
requirements for laboratory animals
differ greatly from those for large ani-
mals, the agency does not require that
large animals be reared and main-
tained under the same conditions as
laboratory animals. The regulations
are revised to include terms such as
"'when applicable" and "as required!"
In those provisions for which a wide
latitude of acceptable husbandry prac-
tice exists.

14. Three comments said the regula-
tions should apply to all studies
whether submitted in support of or as
a challenge to an "application for a re-
search or marketing permit."

The Commissioner agrees, in princi-
ple, that all nonclinical studies should
be performed in a manner designed to
ensure the quality and infegrity of the
data. FDA is requiring that, at the
time a study is submitted, there be in-
cluded with the study either a state-
ment that the study was conducted in
compliance with Part 58 requirements
or, If the study was not conducted in
compliance with those requirements, a
statement that describes in detail all
deviations. This requirement means
that, at the time a study not conduct-
ed in compliance with the require-
ments is submitted, the agency may
evaluate the effects of the noncompli-
ance and take one of the following ac-
tions: (1) Determine that the noncom-
pliance did not affect the validity of
the study 'and accept it, or (2) deter-
mine that the noncompliance may
have affected the validity of the study
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and require that the study be validat-
ed by the person submitting it$ or (3)
reject the study completely. The
standard of review applied to studies
that contain data adverse to a product
is no different. That is, a study that
failed to comply with these regula-
tions might, nonetheless, contain valid
and significant data demonstrating a
safety hazard. Thus, FDA is-not pro-
posing a double standard, 'but is,
rather, seeking to address those stud-
ies that present, the most serious regu-
latory problems.

The preamble to the proposled regu-
lation (41 FR. 51215) discussed this
issue as follows:

Valid data and information in an other-
wise unacceptable study which are adverse
to the product, however, may serve as the
basis for regulatory action.

This disparity in treatment merely re-
flects the fact that a technically bad study
can never establish the absence of a safety
risk but may establish the presence of a pre-
viously unsuspected hazard. It reflects cur-
rent agendy policy; even in situations where
the scientific quality of an investigational
drug study is not in question, FDA may re-
ceive data but not use it in support of a deci-
sion to approve testing or commercial distri-
bution because of ethical improprieties in
the conduct of the study. (See 21 OPH
312.20).
A positive finding of toxicity in the
test system in a study not conducted_
in compliance with the good labora-
tory practice regulations, may provide
a reasonable lower bound on the true
toxicity of the-substance. The agency
must be free to conclude that scientifi-
cally valid, results from such a study,
while admittedly imprecise as to inci-
dence or severity of the untoward
effect, cannot be overlooked in arriv-
ing- at a decision concerning the toxic
potential of the product. The- treat-
ment of studies conducted by a dis-
qualified testing facility is discussed in
paragraph 231a, below.
15. Exemptions from coverage by

these regulations were requested for
various types of facilities. Requests
were received that they not apply to
academic, medical, clinical, and not-
for-'profit institutions.

The public health purpoie of these
regulations applies to all laboratory
studies on which FDA relies in evalu-
ating the safefy of regulated.products,,
regardless of the nature of the facili-
ties in which the studies are conduct-
ed. The Commissioner finds that
granting an exemption. based on type
of facility would frustrate the intent
of the good laboratory practice'regula-
tions. Many other comments urged
that such exemptions not be consid-
ered because the standards applied to
nonclinical testing should be, uniform.
Many of the requests for exemption
were based on the idea that academic
or not-for-profit institutions conduct
primarily basic research and ought,
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therefore, to be specifically excluded.
Insofar as academic institutions are
concerned, the Commissioner notes
that such institutions conduct signifi-
cant amounts of commercial testing
pursuant to contracts. He also n6tes
that -significant levels of noncompli-
ance with GLP requirements have
been found in such institutions. More-
over, as noted in paragraph -11, basic
research on drugs is outside the scope
of these regulhtions. In short, no justi-
fication has been presented to warrant
granting an exemption.to such a facili-
ty, and any such exemption from the
Tegulations by the type of facility col-
lecting safety data would not provide
equal application of the principles of
good laboratory practice. Product
safety decisions are equally important
whether dati are collected by the larg-
est commercial nonclinical laboratory
facility or by the smallest nonprofit
facility. Therefore, the data collected
in all types of facilities should be sub-
jected to the same standards of qual-
ity and integrity. The results of the
pilot program show that the proposed
regulations represent achievable'
standards.

16. Exemption of or different stand-
ards for studies conducted outside the
United States were requested.

These regulations are designed to
protect the public health of the
American people by assuring the scien-
tific integrity and validity of labora-
tory studies that the agency relies on
in evaluating the safety of iegulated
products. The same assurance is
needed, whether the studies relied on
are foreign or domestic in origin. The
Commissioner notes that FDA clearly
may refuse to accept studies from any
nonclinical testing facility, foreign or
domestic, that does not follow the re-
quirements set forth in these regula-
tions. To exempt from the require-
ments imposed on studies conducted in
domestic testing facilities a nonclinical
study conducted in a testing facility
outside the United States that is sub-
mitted fo FDA in support of an appli-
cation for a research or marketing
'permit or to impose different stand-
ards for such studies, would bnly" have
the effect of discriminating against
U.S. firms. Although inspection of a
foreign facility may not be made with-
put the consent of that facility, FDA
will refuse to accept any studies sub-
mitted by any facility that does not
consent to inspection. These same con-
ditions apply to other FDA regula-
tions, e.g., the current good manufac-
turing practice regulations (21 CFR
Part 210). a program of inspection of
foreign facilities for compliance with
those regulations has been conducted
by FDA for several years. A similar in-
spection program of foreign labora-
tory facilities . conducting studies
within the,.cope of this regulation will

be conducted; several foreign laborato-
ries were inspected during the pilot
program, and mechanisms for such In-
spections are being worked out with
representatives of the responsible reg-
ulatory authorities in foreign coun
tries.

DEFINITIONS

The Commissioner recelvqd hun-
dreds of comments regarding deflni-
tions (§ 58.3). General comments are
listed immediately below: comments
regarding specific definitions follow in
numerical order.

17. Several comments asked that
commonly used terms such as "batch,"
"area," "laboratory," "pathologist,"
"quality data," "data integrity," "su-
pervisor," and "management" be de-
fined, or clarified.

The Commissioner finds that, with
the exception of "batch," the terms
set out above do not require individual
definitions. The term "pathologist" is
used In Its ordinary sense, as are the
terms "supervisor" and "management"
and the phrases "quahty data" and
"data integrity." As a general rule, the
regulation defines separately only
those words which will be used in a
sense which differs from that given in
currently accepted dictionaries or
words whose meaning will be limited
by the regulation. A new definition
has been added for the term "batch"
because it Is used in these regulations
in a context different from other
agency regulations, e.g., the good man-
ufacturing practice regulations:
"Batch" in these regulations means a
specific quantity of a test or control
article that has been characterized ac-
cording to § 58.105(a).
18. Several comments on § 58.3(b)

questioned the applicability of the
term "test substance" to medical de-
vices, radiation products, in vitro diag-
nostic products, and botanical materi-
als.
-The Commissioner has reviewed the

comments carefully and finds that
many of the comments submitted re-
garding ,the term "test substance"
argued that the term, as defined, did
not accurately reflect the scope in.
tended to be covered. Because the
term "substance," in common usage,
refers to chemical compounds and bio-
logical derivatives of more or less de.
fined composition, and because the
term Is not commonly understood to
include devices or electronic products,
the Commissioner has changed the
term "test substance" to "test article."
The term "article" is intended to in.
elude all regulated products which
may be the subject of an application
for a research or marketing permit as
defined in § 58.3(e). 

The Commissioner has deleted the
reference to botanical materials be-
cause all botanical materials subject to
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FDA jurisdisction are adequately en-
compassed by the other articles spe-
cifically mentioned in the definition.

19. Clarification of the term "control
substance" (§ 58.3(c)) -was requested.
Several comments asked whether the
term was to include carrier substances
and solvents and vehicles. Other com-
ments sugested this term could be con-,
fused with the same term used by the
Drug Enforcement Administration.

The term is changed to "control arti-
cle" to parallel the revised definition
for test article. This change avoids any
potential conflict with definitions used
by other agencies. The term is intend-
ed to define those materials given to
control groups of test Systems for es-
tablishing a basis of comparison. The
Commissioner recognizes that for cer-
tain nonclinical laboratory studies, no
control groups are used, and therefore
this definition would not apply. For
example, testing the safety of implan-
table pacemakers in animals would re-
quire either no control animals or ani-
mals that have only been "sham-oper-
ated." The definition includes carrier
materials when such carrier materials
are given to control groups within test
system and likewise for administered
vehicles and solvents. The term also
applies to articles used as positive con-
tros.

20. Many comments on § 58.3(d) ad-
dressed the definition of the term
"nonclinical laboratory study." A
great many, if not the majority, of the
comments sought to change the defini-
tion by adding language excluding cer-
tain specific tests, products, or types
of laboratories.

The Commissioner notes that many
of these comments overlap with or are
identical to comments submitted in re-
sponse to § 5 8.1 (Scope). To the extent
that the comments and issues are the
same, they have been dealt with in the
discussion of § 58.1, above. Other com-
ments are dealt with specifically
below.

21. Many comments stated that the
proposed language which included
studies intended to assess the func-
tionality and/or effectiveness of a test
article should be deleted. One com-
ment stated that efficacy testing in
nonclinical tests is, by definition, pre-
liminary and should be excluded to be
consistent with the scope defined in
§ 58.1. Other comments stated that the
language was too broad and too am-
biguous and could be interpreted to in-
clude many studies which were not
safety studies at all.

The Commissioner has considered
these comments and agrees that the
language related to functionality and/
or effectiveness is too broad. He has,
therefore, deleted the sentence.

22. Several comments requested that
the last sentence of § 58.3(d) be modi-

fled by deleting the proposed exam-
pies of tests.

The Comnssloner finds that the ex-
amples included in the proposal
tended to confuse rather than clarify.
The examples, therefore, have been
deleted.

23. Section 58.3(e), which defines the
various types of submfissons to FDA.
was criticized for use of the term "ap-
plication for research or marketing
permit." Several comments said the
term was misleading because not all
products are regulated through the
use of "permits."

The Commissioner believes the term
is appropriate for the purpose of these
regulations. As stated in the'proposal,
this definition includes all the various
requirements for submission of scien-
tific data and information to the
agency under Its regulatory Jurisdic-
tion, even though in certain cases no
permission is technically required
from FDA for the conduct of a pro-
posed activity with a particular prod--
uct, Le., carrying out research or con-
tinuing marketing of a product. The
term is intended solely as a shorthand
way of referring to the separate cate-
gories of data (identified in the pro-
posal) that are now, or in the near
future will become, subject to require-
ments for submission to the agency.

24. One comment stated that pro-
posed § 3e.3(e)(14) should be deleted
because the language was overly broad
and because It contradicted the intent
expressed .in the preamble to limit
GLP regulations to safety studies.

The Commissioner notes that the
preamble to the proposal (41 FR
51209) stated that studies conducted
to determine whether a drug product
conforms to applicable compendial
and license standards were excluded
from the regulation. Safety data sub-
mitted to obtain the Initial licensing of
a biological product are covered by
these regulations in § 58.3(e)(13). Once
a biological Is licensed, however, it be-
comes subject to testing procedures
similar to compendlal testing proce-
dures. The Commissioner finds that
postlicensing testing of blologicals Is
conducted more for quality control
purposes than for establishing the
basic safety of the biologic product
and has, accordingly, deleted postli-
censing testing from the definition of
research and marketing permit.

25. Several comments stated that In
vitro diagnostic tests (proposed
§ 3e.3(e)(15)) should not be included
because in vitro diagnostic products do
not come in contact with patients and
do not, therefore, require preliminary
animal safety testing.

Because in vitro diagnostic products
do not require any nonclinical labora-
tory tests for agency approval, the
Commissioner agrees that in vitro di-
agnostic products need not be included

in the definition "application for a re-
search or marketing permit." Proposed
§ 3e.3(e)(15) has, therefore, been de-
leted from the final regulation.

26. Several comments objected to
the inclusion of medfcal devices in
§ 58.3(e) (16), (17), and (18), stating
that medical devices were not "test
substances," that medical devices
should not be included because the
rules for data submission for such de-
vices were as yet undefined, and that
inclusion of medical devices would be
unduly restrictive. These comments
suggested either total or partial exclu-
sion from coverage under the good lab-
oratory practice regulations.

For reasons stated previously, the
Commissioner does not agree that
medical devices, as a category, should
be excluded. Implantable devices may
be composed of polymeric materials
that contain components capable of
leaching from the device into the body
of the recipient or may themselves be
adversely affected by body constitu-
ents. In either case, safety studies
would be necessary to demonstrate
that components of the devced'did not
cause harm or that the body constitu-
ents did not promote breakdown or
malfunction of the device. '

27. Comments also requested dele-
tion of all terms relating to radiation
products in § 58.3(e) (20), (21), and
(22), stating that to include such prod-
ucts would restrict experimentation
unduly, and arguing that radiation
products were not "test substances."

The Commissioner rejects these
comments. The quality and integrity
of the safety data are no less impor-
tant for radiation products than they
are for other agency-regulated prod-
ucts. He does not agree that including
radiation products will unduly restrict
experimentation. The remaining argu-
ment is covered In the discussion of
"test article" above. A new paragraph
§ 58.3(e)(19) is added to cover data and
information regarding an electronic
product submitted as part of the pro-
cedure for obtaining an exemption
from notification of a radiation safety
defect or failure of compliance.with a
radiation performance standard, de-
scribed in Subpart D of Part 1003 (21
CF Part 1003).

28. Many comments stated that the
term "sponsor" In § 58.3(f) was too
broadly defined. For example, two
comments stated that the definition,
as written, would cover a company
which provides a grant to a university,
a fact which, -If true, would inhibit
giving grants. One comment said that
the definition is so broad that it could
be interpreted to apply to stockhold-
ers.

The Commissioner advises that a
person providing a grant may be a
sponsor. In the area of nonclinical lab-
oratory studies, most grantors ulti-
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mately submit the data to the agency.
The Commissioner does not agree that
because the definition of "sponsor" in-
cludes grantors it will inhibit. the
giving of girants. No data were submit.
ted to support this argument. The
Commissioner further advises that the
definition does not include stockhold-
ers.

29. Other comments- on § 58.3(f)
asked whether the regulation allowed
for multiple sponsors and whether
government agencies could be spon-
sors.

"Person," as defined in § 58.3(h), in-
cludes government agencies, partner-
ships, and other establishments such
as associations. Therefore, a govern-
ment agency can clearly be a sponsor.
In addition, the Commissioner advises
that the definition does not preclude
joint sbonsorship of a study.

30. Several comments asked that the
definition of "testing facility" in
§ 58.3(g) be revised to indicate clearly
that a facility conducting a study sub-
ject to the regulations should be sub-
ject only to the extent that the facili-
ty is involved witl and responsible for
the study.

The Commissioner concludes that no
revision to the definition is necessary.,
The definition clearly does indicate
that a facility is covered by the regula-
tions only to the extent that the facili-
ty is conducting or has conducted non-
clinical laboratory studies.

31. Numerous comments addressed
the definition of "test system" in
§58.3(1). Eighteen comments -stated
that the definition, as written, could
be interpreted to require testing .of
beakers and test tubes. Two comments
pointed out that the "test system" is
not the container being tested for ex-
tractables, but rather. it is the animal,
microorganism, or cellular components
used to test the extractables for
safety.

The Commissioner has carefully re-
viewed the proposed definition in light,
of the comments 'and has made a
number of changes. The terms "cellu-
lar - and subcellular" have been re-
placed. for clarity with "subparts
thereof" which refers to, animals,
plants, and microorganisms. The re-
Vised definition now reads: "'Test
system' means any animal, -plant, mi-
croorganism,, or subparts thereof, to
which the test or control article is ad-
ministered or added for study. 'Test
system' also includes appropriate
groups or components of the system
not treated with'the test or control ar-
ticles." The revisions should make the
definition clearly consistent with
§ 58.3(d) ("nonclinical laboratory
study"), which states that studies to
determine physical .or chemical char-
acteristics of a test article or to deter-
mine potential utility are not included.
Therefore, testing of beakers and test.
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tubes, which fall into the category of
physical and chemical tests, is ex-
cluded.

32. Section 58.3(j), which defines
"specimen," drew several comments.
These included requests for precise
definition of the terms "material" and
"tissue" and requests for a clearer
definition of the term "specimen." ."

The Commissioner is modifying the
term "specimen" to include any mate-
rial derived from a test system for ex-
amination or analysis. Under these cir-
cumstances, blood, serum, plasma,
urine, tissues, and tissue fractions are
all included if they are intended for
further examination or analysis. The
definition includes all materials that
yield data related to the safety deci-
sion on a regulated product.

33. Many commerts were received on
the definition of "raw data" in
§ 58.3(k). Included Were requests to
clarify the term "certified" and to
state whether carbons, photocopies,
and written reports of. dictated materi-
al could be classified as "raw data".
Other issues concerned whether finan-
cial information and first drafts of re-
ports were "raw data."

The Commissioner concludes that
the, proposed -definition should - be
clarified. The word "exact" is substi-
tuted for the word "certified." "Certi-
fied" conmotes a legal document that
requires .notarization; "exact" has no
such connotation and more precisely
reflects the Commissioner's intention.
The definition is further clarified by
inserting, after the first sentence, a
new sentence which reads: "In the
event that -exact, transcripts of raw
data have been prepared (e.g., tapes
which have been transcribed verbatim,
dated, and -verified accurate by signa-
ture), the exact copy or exact tran-
script may be substituted for the origi-
nal source as raw data." This clarifica-
tion will permit data collection by tape
recorders without requiring the reten-
tion of the original tapes. Carbons and
photocopies satisfy the regulations,
provided they are exact and legible
copies of the original information. Nei-
ther financial information nor first
drafts of reports are raw data within
the meaning of the term.
34. Several comments said only re-

corded data contributing substantially
to the stfidy should be retained and,
similarly, only computer printouts
contributing substantially should be
retained. Several comments requested
clarification of the method for storing
machine-generated data and definition
of "on line data recording system."

Because the parenthetical example
("derived from on-line data recording
systems") served more to confuse than
to.clarify, it has been deleted. Howev-
er, an,-"on line data recording system"
pertains to an instrument that can
feed data directly into a computer

that analyzes and stores the Informa-
tion. The product of this activity usu-
ally consists of a memory unit plus a
computer program for extracting the
information from the unit. Hara-copy
computer printouts, are unnecessary,
provided the computer memory and
program are accompanied by a proce-
dure that precludes tampering with
the stored information.

The Commissioner cannot agree
that only .those portions of the data
that contribute substantially to the
-study need to be.retained. Such an ap-
proach would require a judgment to be
made which, if in error, could lead to
improper or Incorrect study recon-
struction. The purpose of retaining
the raw data is to permit the quality
assurance unit and agency investiga-
tors to reconstruct each phase of a
nonclinical laboratory study. Discard-
ing essential records would frustrate
this purpose. Raw data may be stored
in separate areas provided the archival
indexes give the data locatloi.

35. Many comments addressed "qual-
ity assurance unit" in § 58.3(l),

The Commissioner has reviewed
these comments and concludes that
they are more concerned with the con-
cept of the quality assurance unit
than with the definition. The com-
ments are therefore dealt with in
detail in that section of the preamble
concerned with § 58.35 of the regula-
tions. (See paragraphs 75 through 92

'below.)
-36. Several comments addressed

"study director" in §58.3(m). These
comments requested clarification, per-
mission to have more than one study
director per study, and that the term
"implementation" be changed to "con-
duct."I The Commissioner has revised the
definition to read: "'Study Director'
means the individual responsible for
the overall conduct of a nonclinical
laboratory study." The revision Is in-
tended to emphasize that the study di-
rector Is responsible for the, entire
study, as well as being responsible for
the interpretation, analysis documen-
tation, and reporting of results.

The Commissioner concludes that
the other comments received on the
definition of "study director" ad-
dressed the concept rather than the
definition,- and these comments are
dealt with under the discussion of
§ 58.33 (see paragraphs 59 through 74,
below).

APPLICABIITY TO STUDIES PERFORMED
UNDER GRANTS AND CONTRACTS

37. Two comments requested revi-,
*sion of § 58.10 to specify clearly that

the sponsor is ultimately responsible
for data validity, even If the data are
obtained by a sponsor from a grantee
or contractor.
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The Commissioner concludes that no
revision of § 58.10 is necessary. All per-
sons involved in a nonclinical labora-
tory study are responsible for part or
all of the study, depending upon the
extent of their participation. Athough
a sponsor who submits studies to FDA
bears the responsibility for the work
performed by a subcontractor or
grantee, that fact in no way relieves a
grantee or subcontractor from individ-
ual responsibility for the portion of
the study performed for the sponsor.
Indeed, the purpose of the require-
ment that the sponsor notify a grant-
ee or subcontractor that the work
being performed is a part of a nonclin-
ical laboratory study which must be
conducted in compliance with the
good laboratory practice regulations is*
to assure that all parties submitting
data are aware of their responsibilities
under the regulation.

38. Several, comments requested ex-
emption for certain specialized serv-
ices which are not commonly availa-
ble, e.g., ototoxicity studies with diure-
tics. The comments stated that these
specialized services would probably
not be available to them if the strin-
gent requirements of the regulations
had to be met by the service organiza-
tion.

The Commissioner concludes that
certain specialized services cannot be
exempted from these regulations. The
specialized services may contribute in
large measure to the agency decision
to approve a research or marketing
permit. If the studies are intended to
provide safety data in support of an
application for a research or.market-
°mg permit, their conduct falls within
the scope of these regulations.

INSPECTION OF A TESTING FACILITY

39. Comments on the inspection'pro-
visions (§ 58.15) expressed concern re-
garding the competence and scientific
qualifications of FDA investigators.

The agency has endeavored,through
a specialized training program, * to.
assure that FDA investigators are
competent to perforni good laboratory
practice inspections. The EILP pro-
gram is new, and training and evalua-
tion will continue to improve it. The
results of the pilbt inspection program
and the manner in which it was co-
ducted should provide added assur-
ance to testing facility management
regarding the competence of FDA in-
vestigators. The quality of the pro-
gram is not, however, dependent on
the competence or training of any
single individual. Inspection of find-
ings are always subject to supervisory
review within the agency, and no offi-
cial action may be taken without con-
currence of a number of qualified per-
sons.

40. Several comments stated that
agency inspection should be limited to

those facilities under current FDA
legal authority.

The scope of the regulations and the
definition of a "nonclinical laboratory
study" define those studies covered by
the regulations. The agency intends to
inspect all facilities which are conduct-
ing.such studies. Many of these facili-
ties are subject to inspection under ex-
press statutory authority vested in
FDA. As noted In the preamble to the
proposal (41 FR 51220):

Inspections of many, perhaps most, test-
ing facilities will not be conditioned upon
consent. Under section 704(a) of the act,
FDA -may inspect establishments including
consulting laboratories. In which certain
drugs and devices are processed or held. and
may examine research data that would be.
subject to reporting and Inspection pursu-
ant to section 505 (1) or WJ) or 507 (d) or Cg)
of the act. In addition, any establishment
registered under section 510(h) of the Act is
subject to inspection under section 704 of
the act. Thus, most manufacturing firms
that conduct in-house non-clinical labora-
tory studies on drugs and devices, and those
contract laboratories working for such
firms, would be subject to FDA Inspection
whether or not they consented.
Facilities that are not subject to statu-
tory inspection provisions will be
asked to consent to FDA inspection.

-The absence of any statutory authori-
zation does not bar FDA from asking
permission to conduct an inspection,
and the agency should not bar Itself
from seeking permission. Thus, the
proposal in the comment is not accept-
ed., 41. Several comments requested that
FDA make its enforcement strategy
known as promised in the preamble to
the proposal.

The enforcement strategy was dis.
cussed in the preamble to the proposal
(41 FR 51216) and is amplified in the
compliance program which imple-
ments this regulation. The compliance
program is publicly available and may
be obtained by sending a written re-
quest to the agency official whose
name and address appear at the begin-
-ning of this preamble as the contact
for further information.

42. Two comments on § 58.15 as pro-
posed requested that the requirement
that the testing facility permit inspec-
tion by the sponsor be deleted. The
comments argued that the rights and
obligations of a sponsor and Its labora-
tory are a matter of contract between
them alone, and not a proper subject
for government regulation.

The Commissioner has considered
this Issue, is persuaded that the com-
ments are correct, and has deleted the
phrase "the sponsor of a nonclinical
laboratory study." At the same time,
however, the Commissioner reempha-
sizes that, because a sponsor is respon-
sible for the data he or she submits to
the agency, the sponsor may well wish
to assure that the right to inspect a
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testing facility is included In any con-
tract.

43. Other comments suggested that
the sponsor should accompany the
FDA investigator during an inspection
of a contract testing facility and that,
FDA access to data should require the
sponsor's consent.

The Commissioner disagrees with.
these comments. An agency investiga- -
tor may be inspecting the results of
studies from several sponsors during
an inspection. The logistics required to
notify and arrange for several spon-
sors to accompany an investigator, or
to obtain sponsor consent to informa-
tion release, would be unworkable.
FDA's practice of unannounced in-
spections has proved to be an effective
and efficient use of scarce resources.
Because of resource limitations, FDA
cannot Inspect each facility as often as
it would like to, and the Commissioner
finds that the possibility of unan-
nounced FDA inspections at any time
motivates compliance.

44. Many comments were concerned
that trade secret information obtained
during the inspection would be re-
leased by FDA.

The Commissioner notes that trade
secrets obtained as a result of an in-

.spection are fully protected under the
provisions of section 301(j) of the act
(21 U.S.C. 331(j)), as well as 18 U.S.C.
1905 and the Freedom of Information
Act (5 U.S.C. 552(b)(4)) and the FDA's
implementing regulations (21 CFR
20.61). Interested parties may refer to
the agency's public information regu-
lations (21 CFR Part 20), which
govern agency release of documents.

45. One comment requested that the
results of government laboratory in-
spections be made public.

The Commissioner notes that no dis-
tinctions will be made between govern-
ment or nongovernment laboratories.
The results of an inspection of testing
facilities will be available after all re-
quired followup regulatory action has
been completed.

46. The phrase "and specimens" has
been added to § 58.15(a). The Commis-
sioner finds that examination of speci-
mens may be required to enable the
agency, where necessary, to recon-
struct a study from the study records.

47. Many comments stated that the
inspection of records should not
extend to certain records compiled by
the quality assurance unit.

The Commissioner agrees and has
exempted from routine inspection
those records of the quality assurance
unit which state findings, note prob-
lems, make recommendations, or
evaluate actions taken following rec-
ommendations. These exemptions
from inspection are discussed in great-
er detail under the discussion of
§ 58.35.
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4 8. A new paragraph (b) has been
added to §58.15. This paragraph is'
similar to proposed § 58.200 and reiter-
ates that a determination that a non-
clinical laboratory study will not 'be
considered in support of an applica-
tion for, a research or marketing
permit does not relieve an applicant
from any obligation under any appli-
cable statute or regulation (e.g., 21
CFR Parts 312, 314, 514, etc.) to
submit the results to FDA. If a testing
facility refutes inspection of a study,
FDA will refuse to consider the study
in support of an -application for a re-
search or marketing permit. This re-
fusal, however, does not relieve the
sponsor from any other applicable reg-
ulatory requirement that the study be
submitted.

ORGAVIZATroN AND PERSONNEL

PERSONNEL

49. A number of -comments ad-
dressed the definition of training, edu-
cation, and experience in § 58.29. Sev-
eral comments considered such refer-
ences too vague; several others sug-
gested that appropriate qualifications
be established by professional peer
groups..

It would be inappropriate, if not im-
possible, for FDA to specify exactly
what scientific disciplines, education,
training, or expertise best suit a specif-

-ic nonclinical laboratory study. These
factors, which -vary from study to
study, are left to the *discretion of' re-
sponsible management and study di-
rectors. They are' responsible for per-
sonnel selection and for the quality
andT integrity of the data these person-
nel will collect, analyze, document,
and report. The Commissioner urges,
however, that management and study
directors carefully consider personnel
qualifications as they relate to' a par-
ticular study. The agency has uncov-'
ered instances, discussed in the pream-
ble of the proposal (41 FR 51207), in
which the conduct of a, study by 'inad-
equately trained personnel resulted in
invalid data. Although the Commis-
sioner recognizes the value of certifica-
tion by professional peer groups, he
does not agree that the concept is ap-
propriate for regulatory purposes.

50. Several comments said the study
director should be given responsibility
for assurance of qualifications of per-
sonnel.
,The Commissioner agrees that, gen-

erally, the study director 'Will be re-
sponsible for ensuring that personnel
selected to conduct a nonclinical labo-
ratory study meet necessary educa-
tional, traihing, and experience re-
quirements. The Commissioner notes,
however, that management also has
selection and hiring responsibilities
and privileges.

51. One comment stated that- the re-'
quirement of. § 58.29 that each inivid-

ual engaged in the conduct, of a study
have sufficient training or experience
to enable the individual to perform
the assigned function should be limit-
ed to those personnel engaged in su-
pervision and collection and analysis
of data.

The Commissioner disagrees. These
factors are important and should be
considered for personnel other than
supervisors or those engaged in collec-
tion and- analysis of data. The ap-
proach suggested by the comment
would ignore the fact that specific ex-
pertise is required, for example, by
afilmal caretakers, physical science
technicians, and by persons using pes-
ticides near. animal-holding areas.
While the degree of education, train-
ing, and experience necessary for
these positions will be quite different
from- the qualifications necessary for
supervisors or scientific staff, the need
for sufficient training or experience is
no less important.
- 52. One comment pointed out, the
appropriateness of' changing the term
"person" to "individual" in § 58.29(a).

Because the term "person" as de-
fined in -§ 58.3(h) includes partner-
ships, corporations, etc., the Commis-
sioner agrees that "individual" is the
proper; term and has so amended
§ 58.29(a).

53. Seventeen comments questioned
" the use of, or objected to reference to,

the term "curriculum vitae" for non-
technical personnel such as animal
caretakers, as required in proposed
§ 58.29(b).

Another comment asserted that the
requirement infringed on manage-
ment's prerogatives without specifying
how any such infringement occurred.
One comment stated that the require-
ment that such records be retained
after termination of employment was
unnecessarily cumbersome.

The Commissioner does not agree
that the requirement infringes on
management's prerogatives. However,
the Commissioner agrees with the re-
maining comments and has revised the
section. "Curriculum vitae" has been
changed- to "summaries of training
and experience plus job descriptions."
Reference to the maintenance of rec-
ords- of terminated employees is de-
leted from. this section because the re-
quirement is redundant .to the record
retention requirements set forth in

'§ 58.195(e).
54. Ten comments said the wording

of § 58.29(c), relating to "sufficient
numbers of personnel" and to
"timely" conduct of the study, was
vagde.

The Commissioner purposely left,
the paragraph broad in context and
coverage because differences in types
of studies preclude any specific ap-
proach to defining numbers of person-'
nel. The precise number of personnel

reuired for a specific study, as well as
for all ongoing studies, is a manage-
ment decision. FDA experience, how.
ever, indicates that, a shortage of
qualified personnel can lead to inad.

- equate or incomplete monitoring of a
study and to delayed preparation and
analysis of results, and the numbers of
personnel conducting a study should
be sufficient to avoid these problems.

55. Ten comments requested deletion
of § 58.29(d) or clarification of the lan-
guage regarding employee . health
habits, stating that the section was too
vague and that an employer was re-
sponsible for health habits only at
work. One comment submitted alter-
nate language.
- The Commissioner adopts with
modifications the alternate language.
The paragraph now requires only that
personnel take necessary personal.
sanitation and health precautions to
avoid contamination of test and con-
trol articles and test systems. 1

56. Several comments asked that the
term "laboratory" in § 58.29(e), as ap
plied to protective clothing, be deleted
because it is too restrictive. Other
comments suggested that the require-
ment that clothing be changed as
often as necessary to prevent contaml-
nation be eased by changing "prevent"
to "help prevent." Four related com-
ments requested modification to re-
flect only "contamination affecting va-
lidity of studies."

The Commissioner agrees to the
elimination of "laboratory" as applied
to clothing. The provision of special-
ized clothing is, however, an estalished
and well-known procedure for prevent-
ing contamination In a variety of situ-
ations., The Commissioner disagrees
with any suggested modification of
this section which weakens the intent
of the regulation. The objective is to
prevent contamination of the test
system.

57. A number of comments ad-
dressed several aspects of § 58.29(f) re-
garding personal illnesses, personal
health records, types of illnesses, and
records )of illnesses. Comments said
disclosure of medical records was an
invasion of privacy and of little rel-
evance to the proper conduct of a non-
clinical laboratory study.

The Commissioner agrees that docu-
mentation of personal illnesses may
constitute an unwarranted invasion of
privacy, and this requirement is de-
leted. The Commissioner disagrees
with the requests for deletion of the
entire paragraph, noting the relation-
ship between personnel health and
possible contamination of test sys-'
tems. Revised § 58.29(f) requires indl-
viduals with illnesses that may ad-
versely affect the quality and integrity
of nonclinical laboratory studies to be
excluded from direct contact with test
and control articles and test systems,
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All personnel should'.be instructed t
-report such medical conditions to thei:
immediate supervisor, who should pro
tect test systems from personnel re
porting as ill.

TESTING FACILITY MANAGEMENT

58. Many comments on the responsi
bilities of the study director objectec
that some of the responsibilities as
signed to the study director were mon
properly assigned to management.

The Commissioner agrees that sever
al of the responsibilities previously as
signed to the study director should b(
assigned to the ,testing facility man
agement. For clarification, a nev
§ 58.31 is added to the regulations. It F
management's responsibility to assur(
that for each study there is a study di
rector and an independent quality as
surance unit, as required by the regu
lations. It is also management's re
sponsibility to ensure that any devi
ations from the regulations which an
reported by the quality assurance unil
are, in turn, reported to the study di
rector and that corrective actions ar(
both taken and documented..Designa
ting management responsibilities ir
this manner merely clarifies the fac
that the study director should bc
viewed as the chief scientist in charge
of a study. Duties which are more ad.
ministrative than scientific are the re,
sponsibility of management; however,
management may delegate appropri.
ate administrative duties to the study
director.

STUDY DIRECTOR

59. More than 50 comments ad.
dressed the scope of responsibilitiec
proposed for the study director. Many
comments stated that these responsi.
bilities were much too broad for one
person.

In the proposal, the Commissionei
advanced the concept of a single fixed
point-of responsibility for overall con.
duct of each nonclinical laboratory
study. Experience has demonstrated
that if responsibility for prbper study
conduct is not assigned to one person,
there is a potential for the issuance o1
conflicting instructions and imprope
protocol implementation. The study
director is charged with the technical
direction of a study, including inter-
pretation, analysis, documentation,
and reporting of results. As discussed
in paragraph 58, several of the respon.
sibilities proposed for the study direc.
tor have been transferred to testing
facility management.. This transfei
should allay concerns regarding the
magnitude of the responsibilities as.
signed to the study director.

60. Nine comments object to the
term "ultimate" as applied to the
study director's responsibility.

The Commissioner agrees that "ulti.
mate" responsibility for the study

o - rests with facility management and/or
r the sponsor. Therefore, the word "ulti-

mate" has been replaced by "overall"
- in § 58.33.

61. Several comments argued that
more thhn one study director should
be allowed for each study.

The Commissioner rejects these
I comments. As noted above, there must

be a single point of responsibility for
overall technical conduct of the study.
The potentlal for conflicting instruc-

- tions and confusion in study Imple-
mentation is too great to diffuse the
responsibility by, for example, study
direction by a committee. .The regula-

I tion does not, however, preclude the
study director from directing more
than one study.

62. Many comments stated that the
- requirements would interfere with
" management's prerogatives to organize
- and conduct studies as it so chooses.

The requirement that the study di-
rector be the single point of responsi-
bility for technical conduct of the

" study need not interfere with normal
e delegation of authority by manage-
- ment.

63. Five comments argued that the
proposed requirements for study direc-
tor and quality assurance unit wereduplicative.

The Commissioner has carefully re-
viewed the proposal and comments

' and has clearly separated the responsi-
bilities in the final regulation to avoid
-duplication. The first sentence in
§ 58.33 has been revised to specfy
clearly that each study shall have a
study director. The second sentence
has been revised to amplify the con-
cept: "The study director has overall
responsibility for the technical con-
duct of the study, as well as for the in-
terpretatlon, analysis, documentation
and reporting of results and repre-
sents the single point of study con-
trol."

64. One comment suggested revising
§ 58.33(a) to specify that the sponsor
must approve the protocol and the
study director must approve any
change.

The Commissioner advises that
§ 58.120(a)(15) requires that the spon-
sor approve the " protocol, and
§ 58.120(c) requires that the study di-
rector approve any changes or revi-
sions to- the protocol. The language In
§ 58.33(a) has been revised to reference
§ 58.120.

65. Five comments objected to the
proposed requirement that the study
director assure that test and control
articles or mixtures be appropriately
tested. The comments argued that this
was not a proper function of the study
director.

The Commissioner agrees that this
responsibility is more properly as-
signed to testing facility management.

Therefore, the requirement has been
transferred to § 58.31(d).

66. Three comments suggested that,
rather than the study director assur-
ing that test systems are appropriate,
the study director should assure that
the test systems are as specified by the
protocol.

The Commissioner agrees that the
determination of the appropriateness
of the test system is a scientific deci-
sion beyond the scope of these regula-
tions. Section 58.33(d) has been re-
vised to state: "Test systems are as
specified in the protocol."

67. Four comments argued that the
scheduling of personnel, resources,
facilities, and methodologies was not a
proper requirement for the study di-
rector.

The Commissioner agrees that this
scheduling is beyond the scope of the
study director's responsibilities and
has, therefore, transferred it to the re-
sponsibilities of testing facility man-
agement in § 58.31(e).

68. Two comments object to the re-
quirement that personnel clearly un-
derstand the functions they are to per-
form.

The Commissioner finds that it is es-
sential that personnel be adequately
trained to assure the integrity and va-
lidity of the data. However, the Com-
missioner concludes that training is a
proper responsibility of testing facility
management and has transferred the
requirement'to § 58.31(f).

69. Three comments suggested dele-
tion of the phrase "and verified" from
the proposed requirement that the
study director assure that all data are
accurately recorded and verified. Four
comments requested definition of the
term "verified."

The Commissioner disagrees with
the requested deletion. Recording and
verifying data are key operations in
the successful completion of a study.
The Commissioner intends that the
study director assure that data are
technically correct and accurately re-
corded. "Verified" is used in its ordi-
nary sense of "confirmed" or "substan-
tiated." The process by which verifica-
tion is achieved may be determined by
the study director.
70. One comment stated that pro-

posed § 3e.31(a)(8) merely 1repeated
proposed § 3e.31(a)(7).

The Commissioner finds that the
two sections can be combined for clar-
ity. Accordingly, § 58.33(c) now reads
"unforeseen circumstances that may
affect the quality and integrity of the
nonclinical laboratory study are noted
when they occur, and corrective action
is taken and documented."

71. One comment stated that the re-
quirement that the study director
assure that responses of the test
system are documented is unreason-
able.
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The Commissioner disagrees. Assur-
ling that all experimental data, includ-
ing unforeseen responses to the test
system are accurately 'observed and
documented is a critical part of study
conduct and is a responsibility proper-
ly assigned to the study director.

72. Two comments stated that the
requirement that the study director
assure that good laboratory practice
regulations are follwed either should
be modified to make it more flexible
or should be deleted. One comnent
suggested that the, study director
should be allowed to delegate the re-
sponsibility.

The Commissioner rejects these
comments. The regulations constitute
an effective means to aid study direc-
tors in achieving better control of
complex studies. Responsibility for as-
suring compliance properly rests with
the study director. While delegation of
authority is always the prerogative of
a manager, responsibility cannot be
delegated.

73. Several comments stated that
the requirement that the study direc-
tor assure that study documentation is-
transferred to the archives is redun-
dant to § 58.190.

The Commissioner does not agree
that the sections are redundant. Sec-
tion 58.190 requires that the study rec-
ords be retained, and § 5833(f) re-
quires that the study director assure
that the records are transferred for re-
tention. The phrase "and other infor-
mation to be retained" has been de-
leted from § 58.33(f) because the
phrase is subsumed by raw data, docu-
mentation, protocols, specimens nd
final reports.

74. Thirteen comments questioned
the proposed approach to study direc-
tor replacement, specifically 6bjecting
to the requirement that justification
of such replacement be documented
and -retained as raw data. The com-
ments argued that justification carries
a negative connotation and that re-
placement of a study director is a man-
agement prerogative.

The Comnilssioner is -persuaded that
replacement of the study director
should remain within the discretion of
management and that the require-
ment that justification fbr such re-
placement~ be documented and re-
tained is an inappropriate subject for
these reglations. Consequently,, the re-
quirement for justification for such re-
placement has been deleted. The re-
quirement that the study director be
replaced promptly when necessary has
been transferred to § 58.31(b).

QUALITY ASSURANCE UNIT "

75. More than 100 comments object-
ed to part or all of § 58.35 as'proposed.
Many comments questioned the need
for a quality assurance unit 'as pro-
posed. Some comments'stated that the
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establishment of such. a unit would in-
crease the administrative burden and
costs of performing nonclinical studies
*to the point of forcing small facilities
out of business. Others stated that the
provisions would interfere with man-
agement's prbrogatives to organize the
facility or with the informed scientific
judgment of principal investigators or
study directors.

The Commissioner has retained the
requirement that each testing facility
have a quality assurance. unit (QAU)
to monitor the conduct and reporting
of nonclinical laboratory studies. In
view of the potential gain to manage-
ment, to sponsors, and to FDA,
through the added assurance of well-
conducted studies, increased costs, if
any, are justified. The quality assur-
ance unit need not be a separate orga-
nizational entity composed of person-
nel permanently assigned to that unit.
All nonclincial studies -falling within
the scope of this regulation must be
monitored by a quality assurance unit
composed of at least one person.
Within this framework, management
retains its orianizational prerogatives.
Because different individuals may be
responsible for quality assurance func-
tions at different times, it is important
that quality assurance unit records be
centrally located, and § 58.35(e) has
been modified to so require. The regu-
lations permit a study director for a
particular study to. serve as -a part of
-the quality assurance unit or as the
quality assurance unit for a different
study. However, for any given study a
separation must exist between individ-
uals actually engaged in the conduct
of a study and. those who inspect and
monitor its progress. In those situa-
tions in, which several different indi-
viduals are performing the quality as-
surance functions for different studies,
each such individual must maintain
that portion of the master schedule
sheet which relates to the study he or
she is monitoring. This means that
several people may be responsible for
maintaining the master schedule
sheet. Because the function of the

-quality assurance unit is adininistra-
tive rather than scientific, the Com-
missioner does not agree that the
functions of a QAU will interfere with
the study director's control of' the
overall technical conduct ,of. the study.
In order to emphasize this point, the
following language has been added to
§ 58.35(a): "For any given study the
quality assurance unit shall be entire-
ly separate from and independent of
the personnel engaged in the direction
and conduct of that study."

76. Sixteen c6mments objected to
the word "unit" in the term "quality
assurance unit" and suggested alter-
nate words such as "function" or "pro-
gram."

The Commissioner has elected to
preserve the word "unit" to conform
to similar wording in other regulations
such as the current good manufactur-
ing practice regulations. The Commis-
sioner agrees, however, with the ratio-
nale of the comments that the Impor-
tant objective of this section is that
there be a quality assurance function
operating for each nonclincial study.
As indicated in paragraph 75, the
exact organizational means by which
this function is achieved is the prerog-
ative of facility management and may
vary, from facility to facility.

77. Numerous comments addressed
the composition of the quality assur-
ance unit. Four comments sought In-
clusion of.criteria for education, train-
ing, and experience of QAU personnel.
Seven comments Indicated that com-
pliance with this section was impracti-
cal because of a shortage of people
qualified to staff such a unit.

The Commissioner has not attempt-
ed to specify the qualifications of
quality awsurance personnel because
qualifications should be determined by
management and will vary according
to the type of facility and the types of
studies conducted by each facility, Be-
cause the function of the quality as-
surance unit is to assure compliance
with procedural and administrative re-
quirements rather than to oversee the
technical aspects of study conduct,
QAU personnel need not be limited to
professional personnel and/or scien-
tists. The Commissioner does not
agree, therefore, that there exists a se-
rious shortage of qualified people to
fulfill this function.

78. Two comments indicated that
the ,quality assurance unit should be
composed of outside consultants in
order to assure the independence of
the function. One comment requested
that quality assurance unit member-
ship be restricted to employees of the
facility.

The Commissioner notes that the
quality assurance functions may be
performed by outside consultants.
This fact should enable small facilities
or facilities conducting nonclinclal lab-
oratory studies for submission to 'the
FDA on an irregular basis to meet the
quality assurance requirements in a
cost-effective manner. At the same
time, the Commissioner does not agreq
that the QAU function must be per-
formed by an outside body. The orga-
nizational separation of the QAU from
the study team should be sufficient to
assure objective monitoring by the
QAU.
"79. Four comments questioned the
last, sentence in § 58.35(a) as proposed,
stating that it seemed to require moni-
toring of some studies by ,two QAU's-
that of the sponsor and that of the
contract facility.
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The Commissioner has deleted from.
§58.35(a), the sentence in- question.
The QAU of the. testing facility is
solely responsible. for fulfilling the
quality assurance functions for studies
conducted within, that facility. In
those cases.where portions of a study,
e.g., feed analysis, are performed" by a
contract facility which, because it is
not itself a nonclincial facility, does
not have a QAU,, the person letting
the contract, and not the contract fa-
cility, is responsible for the perform-
ance of the quality- assurance func-
tions.

The. Commissioner believes that the
mechanism by which a sponsor- is, as-
sured of the quality of nonlinical
studies- performed for, it% under con-
tract is amatter that can be left-tothe
contracting parties and need- not be,
addressed in these regulations;

80. Three comments suggested that
testing facilities be licensed or certi-
fied in lieu of having ar ongoing qual'
ity assurance unit..

- The Commissioner considered such
an approach and rejected it before
publishing the proposed regulations.
(See 41 FR. 51208-51209.) No, persua-
sive arguments for 6hanging this deci-
sion were presented in the comments.
The diversity in the size and nature of
nonclinical testing facilities subject, to_
the provisions of these .regulations
makes licensing or certification proce-
dures impractical The regulation. is in-
tended to assure the quality and valid-
ity of the data. obtained by each non-
clinical laboratory study, and the QAU
provides a mechanism to monitor each
ongoing study. Licensing a. testing fa-
cility could not achieve the same

.result.
81. Mfany' comments objected to the

provisions of § 58.35(b)(1) which re-
quire that the quality assurance unit
maintain a rihaster schedule sheet of
all nonclinical labomtory' studies:
Some comment believed therequire
ment was excessive, while others ques'-
tioned the proposed format. and con-
tents of the list. One comment pointed
out that not every study includes all
items listed.

The Commissioner isconvinced that
maintenance of a master schedule
sheet is. essential to' the- proper fun-
tion: of the Quality Assurance Unit.
Only through such- a- mechanism can
management be assured that the facil-
ities are adequate and- that there are
sufficientnumbers: of qualified person-
nel available to accomplish the proto-
cols of all nonclinical studies being
conducted at a facility at any' given
time-

Upon careful review of the'items re-
quired- to. be listed- the -Commissioner
agrees that the requirement that
animal species beidentified may be de-
leted because the. requirement that
"test system" be. listed adequately

covers this point. He has, in- addition.
delete& the. examples of study types
because he agrees that including the.
information is not necessary, to
achieve objectives of this section. The
Commissioner has further reworded:
this section to eliminate reference to.
whether the final report has been ap-
proved for submission to the sponsor
because the language was strictly ap-
plicable only to studies done under
contract. The revised language simply,
requires that the status of the final
report be listed.

82. Nine comments objected that
§ 58.35(b)(2) required too much dupli-
cative paper

The Commissioner has conclude&
that the QAU must maintain copies of
study'protocols to assure that they are
followed and, amended in accordance
with the further, provisions of these
regulations. The Commissioner agrees
that the requirement that the QAF
maintain copies of all standard operat-
ingf procedures would substantially in-
crease the volume of records needed to
be retained by this unit. Because there
should be" many copies of standard op-
erating procedures present through-
out the facility which should be freely
available to, QAU members, the Com-
missioner has deleted the requirement
that these be maintained by the QAU.

83. Fifteen comments suggested that
§ 58.35(b)(3)' be deleted on the basis
that FDA should not dictate how the
QAU achieves Its objectives. One com-
ment suggested that "Inspect" be
changed to "audit."

The, C6mmissloner remains con-
vinced of the need for a formal mecha-
nism through which the QAU main-
tains oversight -of the conduct of a
study. Such a niechanism must be
based' on direct observation In order
that the independenpe of the QAU be
preserved. The.Commlssloner has re-
tained the, word "inspect" in prefer-
ence to "audit." "Inspect" more accu-
rately conveys the Intent that the
QAU actually examine and observe
the facilities and operations for a
given study while the study is In prog-
ress, whereas "audit" could be inter-
preted to mean simply a detailed
review of the records of a study. Be-
cause the QAU function is to observe
and report the state of compliance
with the regulations and to determine
whether the protocol Is being followed
rather than to, verify the results of a
study, "inspect" more properly con-
veys the agency's intent.

84. Fourteen comments addressed
the need to inspect "each phase of a
study * * * periodically," seeking clarl-
fication or different, language. Nine of
these comments called for the use of
random sampling procedures in choos-
ing studies or phases of studies to in-
spect in order to decrease the work-

load and resource requirements of the
QAU.

The Commissioner does not agree
that random sampling would be an
adequate method of evaluation in the
nonclinical laboratory setting. In situ-
ations which Involve the repetition of
similar or Identical procedures,
random sampling can provide an ade-
quate means of quality- control. Here
however, the differences among study
operations and among the personnel
conducting them invalidate any as-
sumption that the conduct of one
phase of one study is representative of
the conduct of that phase of another
or of other phases of a single study.
The term "each phase" is intended to
emphasize the need for repeated sur-
veillance at different times during the
conduct of astudy so that each critical
operation Is observed at least once in
the course ofthe study. The term "pe-
riodically" is retained to indicate the
need for more than one inspection of
certain repetitive continuing -oper-
ations that are part of the conduct of
1nger term studies such as animal ob-
servations and diet preparation.

85. Many comments objected to the
proposed requirement that any prob-
lems found by the QAU be brought to
the attention of management and ap-
propriate responsible scientists. Some
felt that this would require that exces-
sive resources be spent on minor prob-
lems. Others felt that notification of
appropriate supervisory personnel
rather than management was suffi-
clent.

The Commissioner agrees that only
those problems likely to affect the
outcome of the study need to be
brought to the immediate attention of
personnel who are in a position to re-
solve those problems, and the lan-
guage of t58.35Cb)(3) has been
changed accordingly. The term "man-
agement" In its ordinary usage means
appropriate supervisory personnel and
has not. therefore, been changed.

86. More than 40 responses to pro-
posed § 3e.33(b)(4) objected to the spe-
cific time frames required, for evalua-
tion. Several comments suggested that
the paragraph be deleted. Others ob-
Jected to the- specific requirements,.
and still others stated that appropri-
ate times for evaluatuations should be
selected by management.

The Commissioner advises that peri-
odic inspection Is necessary and that
the time periods specified are the.
minimum required to assure that. a
study is being conducted In compliance
with the regulation. Should deviations
be found during the periodic inspec-
tion.T, there may' still be time to take
corrective action. The Commissioner
has. however, determined that inspec-
tion of studies lasting: less than 6
months need only- be conducted at in-
tervals adequate to assure the Integri-
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ty of the study and, that specific time
interval for such studies need not be.
set out in this regulation. The require-
ment that studies lasting more than 6
months be inspected every 3 months
remains unchanged. The section has
been added to § 58.35(b)(3).

87. Several comments recduestedthat
the phrase "complete evaluation" in
proposed § 3e.33(b)(4) be clarified.

The Commissioner has changed the
term "complete evaluation" to "in-
spect." The function, of the QAU is to
inspect studies at specified intervals to
maintain records required by this reg-
ulation, and to report to management
and the study director deviations from
the protocol and from acceptable labo-
ratory practice. Evaluation of any re-
ported deviations is left to the study
director and to management.

88. Fifteen comments sought dele-
tion of § 58.35(b)(4), which requires
the periodic submission of status re-
ports to management and the study di-
rector. Three comments questioned
the need to note-problenis and correc-,
tive action taken.

The Commissioner has retained this
provision as proposed. Only through
the submission of such status reports
can management be assured of the
continuing conformity of study con-
duct to the provisions of these regula-
tions. Because § 58.35(b)(3) has been
revised to require that only significant
problems be repor.ted immediately to
management, the periodic status
report becomes even more important
as a means of informing management
of minor problems and normal study
progress. The status reports are
needed to document problems and cor-
rective actions taken so that manage-
ment can be certain 'that quality is"
being maintained and that manage-
ment intervention is not required. The
timing of such reports may be deter-

, mined by management.
89. Six comments objected that the

term "prior" preceding "authoriza-
tion" in § 58.35(b)(5) was too restric-"
tive. The comments pointed out that
unforeseen circumstances may prevent
prior authorization for deviations
from standard procedure and that the
QAU should be concerned with the.
documentation of the deviation, not
with whether prior authorization ex-
Isted. Two comments stated that the
QAU cannot assure that deviations do
hot occur but can -determine, by in-
spection, whether deviations were do-
cumented.

The Commissioner is persuaded that
prior authorization cannot always be
obtained. For example, a fire in the fa-
cility would necessitate immediate
action. The Commissioner agrees that
documentation of the deviation rather
than prior authorization is the impor-
tant point and has deleted "prior" and,
added "documentation." In addition,
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"assure", has been changed to "deter-
mine" to respond to the comments and
to reflect more accurately the Com-
missioner's intent. Section 58.35(b)(5)
now reads: "Determine that no devi-
ations from approved protocols or
standard operating procedures were
made without proper authorization
and documentation."

90.' Several comments objected to
the wording of § 58.35(b)(6), which
states that the QAU shall review the
final study report. The comments
stated that such review.requires a sci-
entific judgment and is not an appro-
priate function for the QAU to per-
form. One comment suggested that
the requirement should be modified to
allow for,. random sampling rather
than a complete review of all studies.

The Commissioner agrees that the
QAU should not attempt to evaluate
the scientific merits of . the final
report. Therefore, he has modified the
paragraph. The -QAU must however
ensure that the final report was de-
rived from data obtained in accord-
ance with. the protocol. Data in the
final report significantly contributing
to the quality and integrity of a non-
clinical laboratory study shall be re-
viewed. A randoni sampling approach
is not acceptable."

90a. The Commissioner.has added to
§ 58.35 new paragraph (b)(7) which re-
quires that the QAU prepare and sign
a statement to be included with -the
final report which specifies that dates
inspections of the study were made
and findings reported to management
and the study. director. This require-
ment clarifies the fact that "QAU
review shiould extend through the
completion, of the final report and pro-
vides a mechanism for. documenting
that the review has been completed. A
conforming section has been added to
the final report - requirements of
§ 58.185 as new paragraph (a)(14).

91. Many comments argued that re-
quiring all portions of a quality assur-
ance inspection to be available for
FDA inspection might serve to negate
their value as an effective manage-
ment tool for ensuring the quality of
the studies during the time in which.
the studies are being conducted

The Commissioner shares the con-
cerns of the comments that general
FDA accesg to QAU inspection reports
would tend to weaken the inspection
system. He believes that FDA's review
of quality assurance programs is im-
portant, and he recognizes the need to
maintain a degree of confidentiality if
QAU inspections are to be complete
and candid. Therefore, the Commis-
sioner has decided that, as a matter of
administrative policy, FDA will not re-
quest inspections and copying of
either records of findings and prob-
le=s or records of corrective actions
recommended -nd taken; and §§ 58.15

and 58.35(c) have been revised to sepa-
rate those records subject to regular
inspection by FDA from those records
not subject to such Inspection. Exempt
from routine FDA inspection are rec-
ords of findings and problems as well
as records of corrective actions recom,
mended and taken. All other records
are available. Although the Commis-
sioner is deleting the requirement in
new § 58.35(d) that testing facility
management shall, upon request by an
authorized employee, certify In writ-
ing that the Inspections are being per-
formed and that recommended action
is being or has been taken. Upon re-
ceiving such a request, management Is
required to submit the certification of
compliance. A person who submits a
false certification Is liable to prosecu-
tion under 18 U.S.C. 1001.

The one exception to FDA's policy
of not seeking access to records of
findings and problems or of corrective
actions recommended and taken t
that FDA may seek production of
these reports in litigation under appli-
cable procedural rules, as for other-
wise confidential documents,

92. Many comments objected that
-requiring internal quality assurance
audits to be available to the agency
might violate the constitutional privi-
lege against compelled self-incrimina-
tion.

The Commissioner disagrees with
the comments. It is settled that the
privilege against compelled self-in-
crimination is an individual privilege
relating to personal matters; the privi-
lege is not available to a collective
entity, such as a business enterprise,
or to an individual acting in a repre-
sentative capacity on behalf of a col-
lective entity. California Bankers
Ass'n v. Schultz, 416 U.S. 21, 55 (1974);
Bellis v. United States, 417 U.S. 85
(1974); United States v. Kordel, 397
U.S. 1, 8 (1970); Curcio v. United
States, 354 U.S. 118, 122 (1957); United
States v. White, 322 U.S. 694,, 699
(1944); Wilson v. United States, 221
U.S, 361, 382-384 (1911); Male v.
Henkel, 201 U.S. 43, 74-75 (1906). Even
for individuals, the privilege against
compelled self-incrimination is inappli-
cable where a reporting requirement is
applied to an "essentially noncriminal
and regulatory area of Inquiry," where
self-reporting is the only feasible
means of securing the required Infor-
mation, and where the requirement Is
not applied to a "highly selective
group inherently suspect of criminal
activities" In an "area permeated with
criminal statutes." California v. Byers,
402 U.S. 424, 430 (1971); Marchetti v.
United States, 390 U.S. 39 (1968); Al-
bertson v. SACB, 382 U.S. 70, 79 (1965);
Shapiro v. United States, 335 U.S. 1
(1948).
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ACCESS TO PROFESSIONAL ASSISTANCE

93. Comments on proposed §3e.35
suggested rephrasing' the- statement to
specify that professional assistance be
authorized by- the study director, that
it be either in person or by telephone,
that it be available within a reason-
able period, and that reference to,
"avaifability of a- veterinary clinical pa-
thologist be included. Other comments
suggested. that the- concept was dupli-
cative of the function, of the study di-
rector andr should be deleted:

The, Commissioner proposed this- re-
quirement-to assure that a scientist or
other professional would be available,
to respond to requests for assistance
or consultation from'less experienced
personnel. HBowever, because manage-
ment is responsible for assuring that
personnel are available and- that per-
sonnel clearly understand the funa-
tion.they are to-performj and. because
the study director has overall' respon-
sibility for the technical conduct of-
the study, access to professional. assist-
ance is a matter best left to; manage-
ment's discretion. Therefore, the sec-
tion: is deleted from- the final regula-
tionS.

FACILITIES

GENERAL

94.. NEny comments requested def.L-
-nitfon, or clarification of the terms de-
noting separation- (Le., separate area,
defined- area, separate space, and. spe-
cializec' area),, which. are used in
§f 587AI 58.43, 58.47, 5849i and 58.90.

The Commissionefs. intent ih pro-
posing that there be defmed. (and,
where required,, separate or specaLE-
ized) areas in a testing, facility was to.
assure the adequacy of the facility for
conducting nonclinical laboratory
studies. This intent is. more clearly
stated in the revised second sentence
of §58A1 which now reads: "It shall
be designed so that there is a d.egrge of
separation that will prevent any func.
tion or activity-from having-an adverse
effect on the study."' The important
point is that the facilitybe designed so-
that the quality and Integrity of the
studyt'daT is assured. The- manner im
whieh. the separatifo is accomplished
may be determined- by- testing facility
management.

Adequate separation may be, in var-
ious situations; ; function of such fac-
tors as intended use of the specific
part of the facility., space. time,, and
controlled. air. The broad variety of
test systems, test and control articles.
and. the size and complexity of testing
facilities preclude the establishment
of specific criteria for each situation.
For these reasons the Commissioner
declines,+a include in the regulation
either a- definition or-specific examples.'
of methods fdr achfeving' adequate
separatior.
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95. One comment suggested that a
number of additional animal care and
facility requirements be added to. the
regulations. The suggestions Included,
e.g., ambience to assure nonstressful
conditions; ventilation and room
access arranged to prevent cross con-
tamination; and surveillance of animal
health before aqd during a test or ex-
periment.

The Commissioner concludes that no
additional requiremens need to be
added because the regulation, as- It
stands;, adequately covers the add-
tions proposed by the comments. For
examplel, ventilation and room access
arranged to, prevent crossw contamina-
tiom are addressed' by the degree of
separation requirement in § 58.41.

ANIMAL CARE FACILITIES

96. Many comments suggested that
accreditation of animal care facilities
by7 a recognizef. organization, should
provide adequate evidence - that a test-
ing facility Is in compliance with
§ 5843(a). One' comment suggested ac-
creditation by recognized organiza-
tions for analytical laboratories.

Although the Commissioner I aware
of the value: of accreditation, programs.
he cannoti delegate FDA's responsibili-
ty- for determining compliance with,
these regulations, to, an organization.
over whiclt FDA has, no: authority.
Few, if any, accreditation programs
cover the same areas covered by this
regulation- Furthermore, the Commis-
sioner i, unaware of an- facility ac-
creditation program which. Is manda-
torT. The- agency's obligation to in-
spect x testing facility-for overall com-
pliance- would not be altered by the'
fact. that- a. facilityr was otherwise ac-
credited.

97. Numerous comments. objected. to.
the requirement& concerning separa-
tion of species, isolation of. projecL
and. quarantine of nimals as. impracti-
cal and. not necessary In. all instances ,
e.g., separation of species In. large
animal studies and quarantine of alL
newly acquired animals Some of the
comments stated that the require-
ments of this section allow no latitudel
for Judgment. concernlng their applica-
bility.

The Commissioner reiterates that all'
requirements may not be applicable or
necessary in all nonclinlcid laboratory,
studies and that the degree to which.
each requirement should apply in each
case can be determined. by informed
judgment. Because of the variability
of nonclinical laboratory studies.. a
degree of flexibility in. applying the re-
quifements of § 58A3(a) is necessary,
and. the language of § 58.43(a) is
amended to read: "A testing facility
shall have a sufficient number of,
animal rooms or areas, as needed, to
assure proper: (1) separation of speclem
or test. systems- (2) isolation or ndivd-
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ual projects. (3) quarantine of animals
and (4) routine or specialized housing
of animals." As noted in the general
discussion at the beginning of this pre-
amble, all references to other stand-
ards. C'The Animal Welfare Act") have
been deleted.

98. Several comments suggested that
§ 58.43(b) be amended to include isoIa-
ton of test systems with infectious dis-
eases as well as isolating studies con-
"ducted with infectious or otherwise
harmful test articles.

The Commissioner agrees that test
systems with. infectious diseases
should be isolated. Proposed § 3e.49(b)
provided for specialized areas for han-
dling volatile agents and hazardous
aerosols. Section 3e.49(b) also provided
for special procedures for habdling-
other biohazardous matera. Pro-
posed § 3e.49(c) provided for special
facilities orareas forhanding radioac-
tive materials.

To. clarify all these requirements,
thea Commissioner has amended
§ 58.43(b)' to read: "A testing facility
shall' have a number or animal rooms
or areas separate from those described
in paragraph (a) of this section to
ensure Isolation of studies being done
with test systems or test- and control
articles known to be biohazardous, in-
cluding volatile substances, aerosols,
radioactive materials; and infectious
agents." The provisions in proposed
§ 3m49(b) and (c) regarding specialized
areas for handing-volatle agents, haz-
ardous materials and radioactive mate-
rials are deletedfrom §58.A9.

99. One comment, on § 58.43(c) sug-
gested that in addition to the area
designated. for the care and treatment
of diseased animals, a; separate area.
should be_ provided, for animals with
contagious diseases-

The Commsmoner agrdes, and the
paragraph. is amended to allow for an.
area' for treatment of anim with.
contagious diseases, and it is to be sep-
arate from the area designated for the
care and treatment of diseased ani-
mals.

100. Several comments questioned
the requirement-for separate areas for
diseased animals, Indicating thatoften.
such nimals are, sacriced. rather
than treated.

The Commissioner does not agree
that a separate area is no&- always
needed for diseased anmals. Although.
diseased anmal may be sacrificed'.
this is not always the case. and it may
not always be possible immediately to
sacrifice diseased animals.. Thus. a sep-
arate area should be available for such
animals until sacrifice can be accom-
plished

10I. One comment requested that
§58.43(e). which deals with facility
design, construction, and location to
minimize disturbances that interfere
with the study, should also define the
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acoustic and sound-insulating require-'
ments necessary to satisfy this re-
quirement.

The Commissioner concludes that it
is Impractical to attempt to define
acoustic and soind insulation require-
ments. It would be equally impractical
to attempt to define all other types of
posslble disturbances that might inter-
fere with a study.

ANIMAL SUPPLY FACILITIES
102. One comment asked that § 58.45

be clarified by specifically excluding"carriers" from the storage require-
ments.

The term "carrier," as used in
§ 58.113, Is the material with which
the test article is mixed, e.g., feed. The
Commissioner concludes that -it is nec-
essary to provide facilities for proper
storage of carriers and declines, there-
fore, to exclude them from the storage
requirements.

103. One comment requested dele-
tion of the section, stating .that it dis-
cusses items not appropriate for FDA
concern.

Improper storage of feed, carriers,
bedding, supplies,, and equipment can
adversely affect the results of a study.
Therefore, the Commissioner finds
these matters to be of legitimate con-
cern.to FDA and declines to delete the
section.

104. Two comments stated that sepa-
rate storage space need not be re-
quired as long as material is properly
stored and does not interfere with the
,conduct of the study.

The Commissioner agrees with these
comments, in principle, but is con-
vinced that storage areas for feed and
bedding should be separate from the
areas housing the test system to pre-
clude mixups and contamination of
the test systems. The section has been
modified by' adding the words "as
needed."

FACILITIES FOR HANDLING TEST AND
CONTROL ARTICLES'

105. One comment stated that
§ 58.47, as worded, represented an im-
possible standard and suggested that
use of the "designed to prevent" con-
cept would be more realistic.

The Commissioner rejects 'this com-
ment. The inherent purpose or
"design" of all regulations is to pre-
vent or require some action, and the
use of the phrase "designed to pre-
vent" would be an awkward and am-
bigUous modification of § 58.47.

106. Numerous comments objected
to creating the number of separate or
defined areas proposed by § 58.47, stat-
ing that the volume of testing would
make it infeasible to create all the Sep-
arate areas. One comment asked
whether eight separate areas were re-
quired."
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The CQmmissioner reiterates that
the purpose of this section is to assure
that there exists a degree of separa-
tion that will prevent any one func-

• tion or activity from having an adverse
effect on the study as a whole. Be-
cause of the wide variety of studies
covered by these regulations, a degree
of flexibility is appropriate in applying
these requirements, and the degree to
which each requirement should apply
in each case may vary. To make this
clear, the term "defined" has been de-
leted from §58.47. Section 58.47(a)
now reads: "As necessary to.prevent
contamination or mixups, there shall
be separate areas for * * *." There Is
no specific requirement for eight sepa-
rate areas.

LABORATORY OPERATION AREAS

107. A number of comments stated
that § 58.49 required clarification, that
in some instances more than one activ-
ity could be permitted in the same
room, and that certain of the require-
ments would not be appropriate in
every case.

The Commissioner agrees that the
section as proposed was subject to mis-
interpretation. Because of the nature
and scope of the types of studies sub-
ject to these regulations, it would be
inappropriate to set specific uniform
requirements for all studies. - There-
fore, the provisions are revised to
make it clear that reasonable, judg-
ments regarding area and space re-
quirements may be made on the basis
that a particular function or activity
will not adversely affect other studies
in progress. Proposed § 58.49(b) has
been revised, and the references to
biohazardous 'materials has been
added. to the list of activities in
§ 58.49(a). ,See the discussion at para-
gaph 98 above.)

108. Two comments suggested that
the wording of § 58,49(a) be changed
to refer to "adequate" rather than
"separate" laboratory facilities, stat-
ing that animal 'studies require that
laboratory facilities be available on
the immediate pr'emises. One comment
requested 'that provisions be made for,
the use of outside laboratory facilities.-

The Commissioner concludes that
the term "separate" Is proper in the
context of § 58.49(a). He does not
agree that laboratory facilities must
be available on the immediate prem-
ises of the testing facility, and finds'
that many-laboratory functions can be
conducted properly in separate build-
ings or by independent laboratories lo-
cated outside the testing facility.

109. Two comments on § 58.49(b)
stated that the requirement that space
and facilities separate 'from the hous-
ing areas for the test systems be pro-
vided for cleaning, sterilizing, and
maintaining equipment and that sup-

plies should apply only to major
equipment. 

-

The Commissioner does not agree.
The objective of the requirement is to
prevent the occurrence of those ad-
verse effects which might result to a
study from the activities of cleaning,
sterilizing, and maintaining. No mean-
ingful distinctions based on "major" or
"not major" equipment can be made.

110., One comment oh § 58.40(b)
stated that the proposed wording did
not have useful application in all test
systems or studies and that the section
should be rewritten to focus on the in-
tended principle and not on the way to
achieve It.

The section has been revised. It now
reads, "separate space shall be pro-
vided for cleaning, sterilizing, and
maintaining equipment and supplies
used during the course of the study."
The revised wording grants flexibility
in appllcation as long as study results
are not affected.

SPECIMEN AND DATA STORAGE FACILITIES

111. Several comments asked wheth-
er § 58.51 applied to Completed or on-
going studies., Concern was also ex-
pressed that limiting access to storage
areas to authorized personnel was not
feasible.

This section is amended to apply to
archive storage of all raw data and
specimens from completed studies.
The commissioner cannot agree, how-
ever, that limiting access of the ar-
chives to authorized personnel only is
not feasible. Prudence would dictate
such limited access even in the ab.
sence of a requirement. The potential
for misplaced data and specimens is
too great to allow unlimited access to
the archives.

ADMINISTRATIVE AND PERSONNEL
FACILITIES

112. One comment on § 58.53(a)
stated that the section was unneces-
sary because adminsitrative functions
had been previously defined in
§§ 58.29, 58.33, and 58.35.

The Commissioner notes that this
section specifies facilities rather than
duties. References to OSHA regula-
tions have been deleted.

EQUIPMENT

EQUIPMENT DESIGN

113. Five Comments on § 58.61 stated
that the section was fragmented and
redundant.

The Commissioner agrees with these
comments and has consolidated the
section into one paragraph, which
reads: "Automatic, mechanical or elec-
tronic equipment used in the genera.
tion, measurement or assessment of
data and equipment used foi facility
environmental control shall be of ap-
propriate design and adequate capac-
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- ity to function according to the proto-
col and shall be suitably located for
operation, inspection, cleaning and
maintenance." This consolidation
eliminates the fragmentation and re-
dundancy of the proposal and specifies
clearly that the requirements are lir-

* ited- to that equipment which, if imn-
properly designed, or inadequately
cleaned and/or maintained, could ad-
versely affect study results.

114. Two comments objected to the
undefined general terms "adequate"
and "appropriate" in § 58.61.
1 The Commissioner points out that
broad terms are necessary because of
the wide range of equipment used in
the studies covered. Exact design and
capacity requirements for each piece
of equipment are clearly beyond the
scope of these regulations.

115. Four comments on § 58.61 stated
that how cleaning is acconiplished is
irrelevant and that the regulation
should emphasize accomplishment
rather than ease of accomplishment.

The Commissioner agrees that the
primary concern is that adequate
cleaning be accomplished. However,
past experience has demonstrated that
when equipment is not designed and
located to facilitate cleaning and
maintenance.it is much less likely to
be adequately cleaned and maintained.

MAINTENANCE AND CALIBRATION OF
EQUIPMENT

116. Five comments suggested that
§ 58.63(a) should allow the required
functions to be performed at the time
the equipment is used rather than
specifying that the ffunctions be per-
-formed regularly.

The Commissioner agrees that per-
forming these functions at the time of
use is satisfactory and is amending
§ 58.63(a) to provide flexibility. The
second sentence of this section now
reads: "'Equipment used for the gen-
eration of data shall be adequately
tested, calibrated and/or standard-
ized."

117. Two comments suggested that
-"calibrated" should be changed to
- "standardized" because the word "cali-
brated" normally means a perform-
ance check against known standards,
whereas "standardized" normally
means to make uniform.
The Commissioner finds that for

some equipment the term "calibrated"
is more appropriate and for other
equipment the term "standardized" is
more appropriate. Revised §58.63(a)
allows application of either term.

118. Two comments suggested that
the reference to the use of cleaning
and pest control materials is misplaced
in § 58.63(a).

The Commissioner agrees that this
use is more appropriately addressed
under "Testing Facility Operations",

and the requirements have been trans-
ferred to § 58.90(1).

119. Comments requested a precise
definition of the equipment for which
§ 58.63(b) requires written standard
operating procedures.

The Commissioner advises that be-
cause of the range of study and prod-
uct types covered, such a list is imprac-
tical. The language of this section is
retained as proposed to encompass the
total range of equipment used in con-
ducting nonclinical studies.

120. Eleven comments questioned
the appropriateness of designating a
responsible individual in § 58.63(b).

The Commissioner has changed "in-
dividual" to "person" as defined in
§ 58.3(h) to allow for designation of an
organizational unit.

121. One comment indicated the
need for a clear FDA policy regarding
primary calibration standards.

The Commissioner concludes that
proper standards are the responsibility
of management, and these are to be
set forth in the standard operating
procedures.

122. One comment agreed with the
standard operating procedure require-
ments of §58.63(b), but suggested a
several year phase-in period.

The Commissioner concludes that
180 days is a sufficlent time period for

* developing standard operating proce-
dures. Furthermore, the Commission-
er's intent to require such procedures
has been known since November 1976,
when the proposed regulation was
ptiblished.

123. Seven comments suggested that
the manufacturer's recommendations
should be sufficient for standard oper-
ating procedures. Additionally. one
comnient pointed out that mainte-
nance could be subcontracted and a
certificate should be allowed.

The Commissioner advises that the
regulation does not preclude the use
of manufacturer's recommendations as
part of the standard operating proce-
dures, nor does it preclude subcon-
tracting maintenance. The Commis-
sioner advises, however, that if a facili-
ty decides to subcontract maintenance,
that fact does not relieve the facility
of the responsibility for maintenance.

124. One comment argued that the
requirement that all -equipment rec-
ords specify remedial action to be
taken is excessive, and two comments
said there are too many variables to
specify in advance the remedial action
to be taken.

The Commissioner notes that trou-
ble-shooting charts are available for
most equipment. The remedial action
taken may influence the results of the
study and therefore must be docu-
mented.

125. Several comments suggested
that the equipment for which stand-
ard operating procedures are required
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be limited by rewording in one of the
following ways: "major" equipment.
"equipment used in data collection,"
or "delicate, complex equipment."

The Commissioner has considered
the comments and has modified the
language of § 58.63(b) to require that
standard operating procedures de-
scrlbp in "sufficient" detail the proce-
dures to be used in cleaning, testing,
and standardizing equipment. The
Commissioner points out that
§58.81(a) (standard operating proce-
dares) states that the written standard
operating procedures are to be those
which management is satisfied are
adequate to ensure the quality and in-
tegrity of study data. While the Com-
missioner does not find It feasible to
confine the requirement for standard
operating procedures to "major"
equipment, he does find that the regu-
lation clearly contemplates that the
required procedures need be only as
detailed as deemed necessary to assure
the integrity of the study data. Simple
equipment, therefore, should require
only brief standard operating proce-
dares.

126. Five comments suggested that
written records for nonroutine repairs
should only -be required where the
nature of the malfunction could affect
the validity and integrity of the data.

The Commissioner rejects this sug-
gestion because it is not always possi-
ble to make this judgment ahead of
time.

127. Many comments argued that
the recordkeeping requirements of
§ 58.63(c) are excessive.

The Commissioner has concluded
that the cost of maintaining records of
cleaning exceeds the benefits, and this
requirement Is deleted. However, the
requirement for maintaining records
of all Inspections, maintenance, test-
ing. calibrating and/or standardizing
operations Is retained because these
records may be necessary to recon-
struct a study and to assure the valid-
ity and integrity of the data.

128. One comment proposed that a
new sentence, reading as follows, be
added to § 58.63(c): "Where appropri-
ate, the written record noted above
may consist of a notation temporarily
fastened to the piece of equipment
stating when the last specified action
with respect to the equipment was
taken."

The Commissioner finds that the
suggested approach is not precluded
by the language of the section as writ-
ten, but cautions that where such an
approach Is used, the notations consti-
tute records which must be retained as
required by § 58.195(f).

129. One comment asked whether
each client of a contract facility must
receive a copy of the equipment main-
tenance and calibration records.
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The Commissioner concludes that
the regulation does not.so require.

TESTING FACILITIES -OPERATION

STANDARD ,OPERATING PROCEDURES

130. Two -commerits -suggested delet-
ing § 58.81 'in -whole or in part. Several
others said the requirements for
standard operating procedures were
unnecessary and burdensome.

The Commissioner does not agree..
The use of standard operating proce-
dures is necessary to ensure 'that all
personnel associated with-a nonclinical
laboratory study will be familiar -with
and use the :same procedures. These
requirements -will. prevent; the intro-
ductioh of systematic error in the-gen-
eration, collection, and reporting of
data, and they will eisure 'the quality
and integrity of test data thatare sub-
mitted to FDA to become the basis for
decisions made by the -,agency. The
Commissioner recognizes that the re-
quirements for standard operating
procedures may place an additional
burden on testing facilities, but finds
that ' the resulting benefits should
outweigh the burden. The require-
ments will benefit the public by pro-
ducing better quality data and will
benefit the testing 'facility -by reducing
the need to repeat nonclinical 'labora-
tory studies because of errors in the
data.

131. A few comments suggested that
responsibility for the standard operat-
ing procedures ishould be -specified.

The Commissioner has concluded
that this function should reside with
the-management of a facility, and the
first sentence -of § 58.81(a) 'is -revised
accordingly. ,

'132. -Several comments suggested
that the responsibility ;for authorizing
significant changes 'in established pro-
cedures be 'vested in someone other
than management.

The Commissioner disagrees. Be-
cause standard operating procedure
will often 'apply to more than one
study in a testing facility, the Commis-
sioner believes that - significant
-changes to a standard-operating proce-
dure, which could affectseveral differ-
ent studies, should be :authorized by
management.

133. Several comments stated that
standard operating procedures ,should
not apply to certain types of test sys-
tems, that the requirement would in-
troduce diificulties in open-ended ex-
ploratory experimentation and -elec-
tromedical equipment testing, that the
approach would not lend Itself to rap-
Idly changing methodology such as
mutagenicity tisting, and that requir-
ing chemical standard operating proce-
dures for each test'and procedure was
not realistic.

The Commissioner agrees that rou-
tine standard, operating procedures
'should not apply to -exploratory stud-
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ies involving basic research. He .does
not agree, 'howevef, that ,electromedi-
cal -equipment ,testing should- be
:exempt unless such testing does not
,.fall under -the definition of "nonclini-
cal laboratory study." Standard ,oper-
-ating procedures are feasible for stud-
ies using methods which change .rapid-
ly and, for studies using any test
isystem. In the case of chemical proce-
dures, the Commissioner finds that it
is realistic to require written standard
operating procedures for each test.

134. One -comment recommended
that the phrase "written standard op-
erating procedures" in §.58.81(a) be
,changed to "documented appropriate
-operating procedures." The same com-
ment suggested that the term
"ensure" in the first sentence of
§ 58.81(a)'be changed to "maintain."

The Commissioner disagrees with
both suggestions. The term "standard
:operating procedures" refers to rou-
tine and repetitive laboratory oper-
ations. "Appropriate ,operating proce-
dures," as a 'phrase, implies that such
procedures could be changed at Will.
The 'Commissioner also rejects the
suggestion that "ensure" be -changed
to "maintain." 'The purpose of written
htandard ,operating procedures is to
ensure ,the -quality and integrity of the

-,data generated in the course of non-
clinical laboratory study. The term
"maintain" assumes the procedures al-
ready in existence -are sufficient to
ensure the quality and integrity of the
data -vhen, in fact, they may not 'be
sufficient.

135. One comment said that -the
term "adequate" in the first sentence
of :§ 58.81(a) is a nonprecise term.

-The Commissioner agrees, but finds
-that a testing facility 'may have a
,broad -range -of divergent standardop-
erating procedures for many different
studies and that it is impractical to
define -the adequacy' of such proce-
dures for.all types of tests. A determi-
nation of the -adequacy of each stand-
'ard operating procedure-is the respon-
,sibility of the management of the test-
'Ing facility.'

136. Nume rous comments asked
,what 'changes or deviations from
standard operating-'procedures should
'be documented in the 'raw data, 'as re-
quired in § 58.81(a). One comment said
any 'deviation fshould be documented,
'whether authorized ornot.

Every deviation or' change in a
stand .rd operating procedure should
be documented in the raw data. 'The
,second 'sentence of § 58.81(a) has been
-revised for 'clarity. It now reads: "All
deviations 'in a study from 'standard
operating procedures shall'be author-
ized by-the study director nd~shall be
documented in the raw data."

137. Seven comments indicated 'that
it is napproprate to require 'that

every minor deviation be documented
and reported in writing to the QAU.
I The Commissioner agrees that, be-
cause the QAU is no longerrequired to
maintain copies of standard operating
procedures, it 'is inappropriate to re-
quire that every deviation be reported

',In writing to the QAU. It is sufficient
.that all deviations from standard opex-
ating procedures be authorized by the
study director and documented in the
raw data- 1No exceptions can be made
for "minor" deviations. Because any
deviation or "change may affect the
outcome of a study, It is no.t possible
'to' judge in advance whether or not a
deviation is, in fact, "minor."

138. -Several comments indicated
that the requirement for standard op.
erating procedures should be general
In nature.

The Commissioner disagrees. In the
proposal, the Commissioner cited evi-
dence from agency investigations of
certain testing facilities that had
'failed to maintain .written standard
operating procedures of the kind out-
lined 'in § 58.81(b). As a result, certain
technical personnel were unaware of
'the proper procedures required,'e.g.,
for care and housing of animals, ad-
ministration of test and control arti-
-cles, 'laboratory tests, necropsy and
histopathology, and handling, of data.
'The :CommisSioner has concluded that
a specific delineation of standard oper-
ating procedures will allow for uni-
form performance of testing proce-
dures -by-personnel and consequent im.
provement in the quality of the data.
'139. Two comments indicated that

,the requirements for standard operat-
'ing procedures set out In § 58.81(b) (1)
through (12) largely concern animal
-studies and that this should be so indi-
cated In'this section.

The Commissioner agrees ,that many
of the 'provisions listed in § 58,81(b)
are applicable only to studies Involving
.animals. Such is true, however, of
,many provisions throughout the regu-
'lations, 'and no special mention of the
fact Is required here. The Commission-
er -emphasizes that operations requir.
ing standard operating procedures are
-ot limited tq those listed in § 58.81(b).

-140. 'One comment suggested that
the phrase "and control" be deleted
,from the first sentence of § 58.81(b)(3),
which requires standard operating
procedures for test and control arti-
cles, because a control article may
often be a competitor's product.

The Commissioner does not agree.
Where .a control article is a commer-
cially available product, Its specifica-
tions and characterization may be do-
cumented by its labeling.

141. Several comments suggested
that the ,last sentence of proposed
§.5p81(b)(3), which reads: "The testing
program shall be designed to establish
the Ideritity, strength, and purity of
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the test and control substances, to
assess stability characteristics, where
possible, and to establish storage con-
ditions and expiration dates, where ap-
propriate" b6 deleted or suggested"
.that the sentence be transferred to an-
other section.

The Commissioner agrees. The sen-
tence is deleted from § 58.81(b)(3), and
appropriate portions of the sentence
are transferred to § 58.105(a). The con-
cepts expressed in this sentence prop-'
erly belong in the section of the regu-
lations relating to "Test and Control
Article Characterization." The phrase
"testing and administration" has been
deleted from the first sentence of
§ 58.81(b)(3) for the same reason. To
specify clearly the Commissioner's
intent, "method of" has been added to
§ 58.81(b)(3) to modify "sampling." Re-
vised § 58.81(b)(3) now reads: "Receipt,
identification, storage, handling,
mixing and method of sampling of the
test and control articles."

142. One comment stated that
§ 58.81(b)(9), "Histopathology," and
§ 58.81(b)(8), "Preparation 6f speci-
mens," were duplicative.

The Commissioner has - revised
§ 58.81(b)(8) to read, "Collection and
identification of specimens" to distin-
guish the requirement from
§58.81(b)(9), "Histopathology." The
term "histopathology" covers the ex-
amination of specimens, not their col-
lection and, identification.

143. Eight comments recommended
a rewording of the requirement in pro-
posed § 3e.81(b)(12) that standard op-
erating procedures 'be established for
the preparation and validation of the
final study report.

The Commissioner concludes that
the requirement should be, deleted be-
cause the reporting provisions of
§ 58.185 adequately describe the re-
quirements for final reports- A new
paragraph, § 58,81(b)(11). covering
"maintenance and calibration of
equipment," has been added to reflect
the requirements of § 58.63(b).

144. Seven comments suggested that
in § 58.81(c) the requirement that
standard operating procedures be
available at all times to personnel in
the immediate bench area be broad-
ened to be within "easy access." An-
other comment said the location of
such materials should be left to the fa-
cility's discretion.

The Commissioner has eoncluded
that unless standard operating proce-
dures are immediately available within
the laboratory area they are not
within "easy access" and may not be
consulted by personnel when routine
operations are being performed. The
first sentence in § 58.81(c) has been
edited for clarity, but the requirement
remains.145. Several comments were received
regarding § 58.81(c) and the use of
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textbooks as standard operating proce-
dures. One comment suggested that
textbooks be considered appropriate as
part of a standard operating proce-
dure. Two comments assumed that
standard operating procedures would
permit the Incorporation of textbooks
by reference. One comment suggested
that supplementary material should
be written to augment textbooks. An
additional comment suggested that
textbooks be used in the absence of
standard operation procedures.

Standard operating procedures
should be set forth In writing, and
textbooks may be used as supplements
to written standard operating proce-
dures. Reference to applicable proce-
dures in scientific or manufacturer's
literature may be used as a supple-
ment to written standard operating
procedures. For example, a standard
operating procedure could refer to the
pertinent pages of any portion(s) of a
textbook or other published literature
that might be pertinent to a labora-
tory procedure performed; these sup-
plementary materials need not be In-
corporated verbatim in the standard
operating procedure, but would be re-
quired to be immediately available in
the laboratory area for the use of per-
sonnel. The last sentence of § 58.81(c)
is revised to.make this point clear. Ad-
ditionally. § 58.81(d) regarding a his-
torical file of standard operating pro-
cedures has been clarified to read: "A
historical file of standard operating
prodedures, and all revisions thereof.
including the dates of such revisions.
shall be maintained."

REGENTS AND SOLUTIONS

146. Numerous comments on § 58.83
said that to require that the labeling
of reagents and solutions in laboratory
areas include the method of prepara-
tion was neither feasible nor neces-
sary.

The Commissioner agrees and is de-
leting the phrase "method of prepara-
tion" from § 58.83 because the method
of preparation could be too lengthy to
fit readily on the label The method of
preparation of reagents and solutions
should, however, be addressed by the
standard operating procedures.

147. Several comments stated that
the provision for the handling and use
of deteriorated materials and materi-
als of substandard quality should
specify only that they not be used and
should not specify or require their re-
moval from the laboratory because-
their removal should be left to the dis-
cretion of the laboratory.

The Commissioner agrees, and
§-58.83 has been revised accordingly.,

148. One comment suggested that
the phrase "used in nonclinical stud-
ies" be substituted for the phrase "in
the laboratory areas" in the flist sen-
tence of § 58.83.
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The Commissioner disagrees with
this comment. All reagents and solu-
tions used in a laboratory conducting a
nonclinical study should be properly
labeled as provided in the regulation
to preclude inadvertent mixups of rea-
gents and solutions that are used iii
such studies with those that are not
intended for such use.

149. Two- comments suggested that
the phrase "Deteriorated materials
and materials of substandard quality"
in the second sentence of the section
be changed to incorporate the terms
"reagents" and "solutions."

The Commissioner agrees and is re-
vising the second sentence of § 58.83
accordingly. Revised § 58.83 now reads:
"All reagents and solutions in labora-
tory 'areas shall be labeled to indicate
identity, titer or concentration, stor-
age requirements, and expiration date.
Deteriorated or outdated reagents and
solutions shall not be used."

ANIMAL CARE

150. Several comments raised the
issues of unnecessary animal experi-
mentation and the humane care of
animals.

The issue of using animals in labora-
tory experiments designed to establish
the safety of regulated products has
been raised many times in the course
of agency rulemaking. The position of
FDA has been consistent on this issue.
The use of animal tests to establish
the safety of FDA-regulated products
is necessary to minimize the risks from
use of such products by humans- The
humane care of test animals is a recog-
nized and accepted scientific and ethi-
cal responsibility and is encouraged
both by various agency guidelines and
the Animal Welfare Act. The good lab-
oratory practice regulations should, in
fact, encourage the humane treatment
of animals used In nonclinical labora-
tory studies by establishing minimum
requirements for the husbandry of
animals during the conduct of such
studies. In addition, there should
occur a reduction in the amount of
animal testing that has to be repeated
or supplemented because the original
studies were inadequate or inappropri-
ate to establish the safety of FDA-reg-
ulated products.

151. Numerous comments objected
to the ncorporation by reference of
guidelines and standards proposed in
§ 58.90(a).

As noted early in the preamble, all
references to other standards such as
the Animal Welfare Act of 1970 and
HEW Publication No. (NIH) 74-23
have been deleted. Section 58.90(a) is
revised to read: "There shall be stand-
ard opeiating procedures for the hous-
ing, feeding, handling and care of ani-
mals."

152. Several comments stated that
the quarantine of animals required in

FEDERAL REGISTER, VOL 43, NO. 247-FRIDAY, DECEMBER 22, 1978



RULES AND REGULATIONS

.§58.90(b) was impossible in some
cases, unnecessary under certain con-
"ditions, and would prevent the use of
certain animals, such as "timed-preg-
nant" -mice. Other comments said the
paragraph could be -interpreted to re-
quire a separate quarantine area or an
extensive quarantine time iperiod.

The purpose'of this ,paragraph -is to
require that the health status of
newly received animals be known
before they are used. This requires a

,separate quarantine area where neces-

sary to determine ,aninal health
status. The concept of "separate
areas" has been previously discussed.
In some cases, depending on such fac-
tors as the species or type .(e.g., time-
pregnant) of animal, or the source and
the nature of the expected use of the
animal, a health evaluation can be
made immediately, or,soon after arriv-

,'al, resulting in a very short quarantine
period, The regulation does not pre-
clude this type of health evaluation If
it Is done in accordance with accept-
able veterinary medical practice.

153. Several .comments stated that
quarantine Is unnecessary when ani-
mals are obtained from ,reputable or
specific pathogen-free sources.

A health evaluationds required of all
newly received animals regardless of
the supply source, although the source
can be a factor 'in Iletermining the
degree or depth ,of health -evaluation
required. Seldom ,can the conditions
under whlch animals are transported
from their source -be considered cer-
tain to preclude the possibility tof -ex-
posure of the-animals to 'disease. \

154. Some comments requested .dele-
tion of § 58.90(b) !because it Auplicates
the aninAl care zequirements 'regula-
tlons. /

The Commissioner ",ejects /these
comments. The :agency is responsible
for animal care procedures as they
pertainto testing facilities :conducting
nonclinical laboratory studies, and the
provisions are appropriately included
in §'58.90(b).

155. Several comments ;said -that the
requirements 'of §:58.90(c) and (d) con-
cerning the isolation :of 'known or ,sus-
pected diseased 'animals :and 'keeping
animals free of -disease or conditions
that 'would Interfere with 'the conduct
of the study were impractical.

For clarity, these paragraphs are re-m
vised and combined in § 58.90(c). This
paragraph deals ';only with .those dis-
eases and conditions that might inter-
fere with the 'study. This'-excludes a
wide range of diseases -and ,coriditions
and allows the consideration of such
factors as etiology -and -whether 'the
disease is communicable. The section.
does not -require isolation -of all ani-
mals in a shipment from a-study when
only one or some of the 'animals 'are
diseased, and it covers only 'those ani-

mals 'that are known ,or suspected to
be diseased.

156. Some -comments suggested that
specific requirements be provided 'for
the management of diseased animals,
and one comment said the 'veterinary
staff should be able to treat diseased
animals as they deem proper.

The Commissioner concludes that it
is beyond the sc6pe and purpose of
these 'regulations to describe detailed
requirements 'concerning the manage-
ment of diseased 'animals and that
-§ 58.90(c) is sufficiently explicit to ex-
clude the use of diseased animals that
would interfere with the 'purpose or
conduct of a nonclinical 'aboratory
'study. The regulation does not-prohib-
it the treatment of diseased animals if
such'treatment does not interfere-with
-the study. If ;treatment 'will interfere
'with the study, the diseased animals
'shall.be-removed from the study.

157. More than 60 comments object-
edto or'requested revision of proposed
§3e.90(e), which called for 'the unique
identification' 'of all animals used 'in
nonclinical 'laboratory' studies. Fifty-
four of the comments addressed spe-
cific issuesrrelated to this condept, e.g,
unique 'identification of mice, costs of
such systems, application 'to suckling
rodents, injury Vo animals fromn identi-
fication systems, effects of dyes or tat-
toos, a lack of heed in single-dose or
short-term experiments, and cage
ildentification instead of animal'lidenti-
fication with precautions *being 'taken
to prevent animal mixups.

'In 'the-absence of' a 'proven and ac-
ceptable method of 'unique identifica-
tion for. small rodents, the Commis-
sioner is revising § 58.90(d) to require
'appropriate identification ,for warm-
blooded animals, 'excluding 'suckling
rodents, -which -equire manipulations
and. ;0bservations 'cver -extended -peri-
ods of time. 'Suckling rodents have
been excluded from the requirements
because 'of potential cannibalization
by the mother.'The same information
needed 'to'specifically'ideritify each
animal is required on the 'outside of
housing containers or 'cages. Such
identification 'should 'substantially
reduce 'the 'possibility for 'animal

'mixup. Because of thevaried nature'of
the tests 'conducted and the test sys-
tens 'used, the manner of identifica-
tion is left to the discretion of 'the
testing facility.

'The Commissioner 'advises 'that
whenever a study requires 'that ani-
mals be removed from and returned 'to
their home cages, there is 'a potential
for mixup. Thus, 'if 'a 'single-dose -or
short-term 'tudi requiressuch manip-
ulations, 'the animals 'shall receive ap-
propriate identification.

'.Because the .requirement for unique
Identification 'has been deleted, the
concerns expressed regarding cost,
injury to the animals 'from various

Identification systems, and the effects
of 'dyes or tattoos are no longer ger-
mane.

158. Two comments questioned
whether the study director could in
'ractice -,assure unique Identification
as proposed 'in §3e.90(e), 'without
direct observation.

The 'requirement has been deleted,
along' with the requirement for unique

,identification.
'159. Two comments requested dele-

tion of the last sentence of proposed
-§ 3e.90(e) regarding 'the Identification
of'specimens.

The Commissioner concludes that
proper specimen identification is an
integral part of proper study conduct,
but that the requirement more proper-
ly belongs under standard operating
procedures. Consequently, '§ 58.81(b)(8)
now incorporates this provision.

160. 'One comment inquired whether,
in the ,event animals of the same spe-
cies In different tests were in 'the same
room, FDA would require Identifica-
tion of all compounds. This, It was
'felt, would raise confidentiality ques-
tions for a contract testing facility.
, The Commissioner advises that the

use of coding to' Identify test or con-
trol articles is not precluded by
§ 58.90(e). The concluding phrase, "to
avoid any 'intermixing of test anli-
mals," was deleted as redundant.

161. Proposed § 3e.90(g) required
comparison of cage and animal identi-
fication for each transfer, procedures
for verification, and written permis-
sion of the study director for location
transfer. 'Seventeen comments 'object.
ed to 'part 'or all of these 'requirements
as vague, burdensome, 'mnecessary,
and redundant.

The 'Commissioner agrees, and the
paragraph -is deleted. Procedures 'for
the 'transfer and proper placement of
animals are required as standard oper-
,ating'procedures in § 58.81(b)(12).

162. Several comments claimed that
'the requirements of proposed
§ 3e.90(h), redesignated § 58.90(f), were
redundant in 'view of the requirement
'for standard operating procedures in
'§ 58.81. Other- comments stated that
the incorporation of guidelines by ref-
erence was inappropriate.

The Commissioner concludes that
the requirement that animal cages,
racks, and accessory equipment be
.cleaned Is appropriately Included In
this section even though 'there Is some
overlap ,With the language of § 58.81,
standard operating procedures. The
reference to other agency guidelines
has'been deleted.

163. Three comments asserted that,
sanitizatlon should not ,always be
done, because It could in certain-cases
interfere with the conduct of the
study.

The Commissioner agrees, and points
out that 'the language in redesignated
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§ 58.90(f) permits cleaning- and saniti-
zation at .appropriate intervals. The
section now reads: "Animal cages,
racks and accessory equipment shall
be cleaned and sanitized at appropri-
ate intervals." f-

164. Many comments objected to
proposed § 3e.90(i), redesignated
§ 58.90(g), which requires periodic
analysis of feed and drinking water for
"known interfering contaminants."
Certain of these comments requested
clarification or deletion, or expressed
concern about the costs involved.
Others argued that the use of positive
and negative controls would accom-
plish the intent of the requirement, or
that certificates of analysis from local
water supply authorities and feed
manufacturers should be permissible.
Finally, a few comments said analysis
of feed and water should only be re-
quired when there is reason to believe
that a- particular contaminant 'may
have an effect oi the study, and com-
ments said the analysis requirements
should be specified in the protocol.

Most of the objections raised against
the analytical requirements of the sec-
tion werebased on misinterpretation
of such requirements. The intent of
the Commissloner was to require anal-
ysis for contaminants known to be ca-
pable of interfering with the nonclini-
cal laboratory study and reasonably
expected to be present in the feed or
water, and not to require analysis of
feed and water for all contaminants
known to exist. Certain contaminants
could affect study outcome by mask-
ing the effects of the test article, as
was observed in recent, toxicological
studies of pentachlorophenol and
diethylstilbestrol- in which the feeds
used as carriers for the test articles
were found to contain varying quanti-
ties of pentachlorophenol and estro-
genic activity, respectively, that invali-
dated these studies by producing er-
ratic results. The use of positive and

"negative controls in these examples
was insufficient to compensate for the
variability in contaminant content.
Therefore, the Commissioner agrees
withr the comments that suggested
that analysis offeed ahd water only be
done when, there is reason to believe
that a particular contaminant may
have an effect on the study, and may
be, present in the feed or water, and
the language of both, redesignated
§ 58.90(g) and § 58.120(a)(9) have been
revised to make this clear. This clarifi-
cation of the regulations should allay
the concerns of'those comments relat-
ing to certificates of analysis, costs,
and precise definition of impurities.
Acceptable contaminant limits must
be specified'. by the protocol
(§ 58.120(a)(9)), and should be deter-
mined at the time the protocol is de-
veloped, taking into account the scien-
tific literature, the availability of suit-

able analytical methodology, and the
practicability of controlling the level
of the contaminant.

165. One comment suggested addi-
tional requirements for, e.g., analysis
of nutrients and reserve samples of
feed at the testing facility.

Nutrient analysis should be ad-
dressed by the facility's standard oper-
ating procedures. Requirements for re-
serve samples of test or control arti-
cles/carrier mixture (e.g., feed) are set
forth in § 58.113(b). The Commissioner
concludes that minimum requirements
for those Items are set forth in the
regulation. The regulation does not
preclude the setting of additional re-
quirenents by the sponsor and/or the
testing facility.

166. Proposed §3e.90(J) would have
required feed to bear an expiration
date. Twenty-three comments argued
that this requirement is of dubious
value, is beyond the current state of
the art because of varied storage con-
ditions, and that commercially availa-
ble feed Is not expiration dated,
making the requirement impractical or
impossible.

The Commissioner agrees with these
comments, and this requirement is de-
leted.

167. Several comments argued that
the requirement for weekly changes of
bedding should be deleted. The com-
ments stated that, in certain cases,
weekly bedding changes are contrain-
dicated.

The Commissioner agrees, and the
phrase '!at least once per week" is re-
moved from § 58.90(h). which now
reads, "Beddlng * * * shall be changed
as often as necessary to keep the ani-
mals dry and clean."

TEST AND CONROL ARTicLEs
TEST AND CONTROL ARTICLE

CHARACTERIZATION

168. One comment suggested that
§ 58.105 be deleted; another suggested
that the entire subpart be condensed:
and three comments suggested that
the section is not generally applicable
to nonclinical device studies, particu-
larly with reference to such terms as
"identity, strength, quality, and
purity."

The Commissioner does not agree
that the section should be deleted. Its
purpose is to assure that the article
being tested has been thoroughly
characterized or defined and that
either the sponsor or the testing facili-
ty has a thorough understanding of
what is being tested. The Commission-
er agrees that the subpart should be
condensed and has shortened it. Sec-
tion 58.105(a) is modified by the inclu-
sion of the sentence "the Identity,
strength, purity, and composition or
other characteristics which will appro-
priately define the test or control arti-
cle." This addition provides for charac-
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terlzation of various products, includ-
ing devices in terms suited to their
Identity or uniqueness.

169. One comment argued that the
requirement that "other substances
contained In the test and control sub-
stances" be accounted for as proposed
In § 58.105(a), was vague.

By this provision the Commissioner
Intended to Indicate the need to iden-
tify and characterize slvents, exci-
plents, Inert Ingredients and/or impu-
rities that might be part of the test
substance. Because these materials are
Included by definition in the term
"test article," the Commissioner has
determined that the original language
was unnecessary and has deleted it.

170. Three comments sought defini-
tion of the word "batch" as used in
§ 58.105(a).

The term "batch" is now defined in
§ 58.3(n).
171. Seventeen comments on

§ 58.105(a) stated that because some
control or reference articles might be
a competitor's or a supplier's product,
the assay and method of synthesis
might not be available or might be
confidential.

The Commissioner concludes that,
In those cases where a competitor's or
supplier's product is used as a control
article, such products will be charac-
terized by the labeling and no further
characterization is necessary.

172. One comment stated that the
testing facility should not be responsi-
ble for identity, strength, quality and
purity and that this responsibility
should rest with the sponsor. This
comment also suggested that the re-
quirement as written, would inhibit
the conduct of blind studies.

The Commissioner concludes that it
is the responsibility of testing facility
management to assure that the requi-
site tests have been done either by
the sponsor or by the test facility (see
§ 58.31(d)). In those cases where a test-
ing facility is unable to perform the
characterization test or is performing
blind studies, the sponsor should per-
form the riquired testing and notify
testing facility management that the
characterization, of the test or control
article has been performed. The sec-
tion, as revised, does not inhibit the
conduct of blind studies: it does not re-
quire that the sponsor give the charac-
terizing information to the testing fa-
cility, only that the sponsor notify the
testing facility that the required char-
acterization has been done.
173. One comment suggested that

the requirements of § 58.105 should
only apply if the Integrity of the study
Is threatened, and another suggested
that any contaminants in a test or
control article should be evaluated
only with respect-to their Impact on
study validity.
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The Commissioner does not agree
that the" requirement should be so lim-
ited. Thorough characterization of the
article under test is essential because
the results of the test may be compro-
mised by possible contamination.. Only
by knowing the identity and quantity
of the components can one predict
their effect on the study.,The evalua-
tion of the impact of test and control
article contaminants on the validity of
the study Is an important part of the
thorough characterization of the test
and control articles.

174. Thirteen comments suggested
that characterization of the test arti-
cle be permitted during the study,
after Its completion,, or left to such
time as specified in the protocol.

The Commissioner concludes that
characterization of the test or control
article should be determined before
the initiation of the study in order to
provide a means of bontrolling vari-
ations froin batch to batch as well as
to make certain that the test article
meets the specifications of the proto-
col. As previously stated, a thorough
understanding of the nature of the
test article is a basic requirement for
assuring the absence of contaminants
that may interfere with the outdome
of the study. When the stability of the
test and control articles has not been
determined 'before initiation 'of the

- study, the regulation requires periodic
reanalysis of each batch of test and
control articles as often as necessary
while the study is in progress.

175. One comment stated that the
phrase "verifying documentation" in
§ 58.105(a) was not clear.

The Commissioner has determined
that the phrase is not needed, and '

§.58.105(a) is revised to delete it.
176. Seven comments suggested that

stability studies required by § 58.105(b)
may not always be necessary; three
comments suggested that'common ve-
hicles and placebo controls, such as
water, should be omitted from stabil-
ity studies.

Some degree of instability may be-
associated with every test article that
might be the subject of nonclinical
laboratory study. The Commissioner
concludes, therefore, that stability in-
formation must be included as part of
the information upon which the
agency bases a decision regarding the
safety of the article. If the stability of
common vehicles is generally recog-
nized and can be docmnented, stability
testing is not required.

177. Twelve comments suggested
that the term "production" in pro-
posed § 3e.105(c) should be deleted or
changed by substitution of other
terms such as "approved" or "re-
leased," stating that the use, of the
word was confusing. Several other
comments stated that the requirement
that test and control substances, be de-

rived from the smallest number of pro-
duction batches consistent with their
stability was not always possible or
necessary.

The Commissioner agrees that the
section was confusing and finds that
the requirement is adequately covered
by § 58.105(a). The word "'batch",has
been defined in § 58.3(n), and proposed
§ 3e.105(c) has been deleted.

178. One comment suggested that
the test and control articles should be
derived from a large 'number of
batches to increase the probability
that test and control articles are rep-
resentative.

The Commissioner agrees that, in
some cases, combining representative
samples of test or control articles from
various production sources or lots to
form a batch may be desirable. Where
this is done, however, the resulting
batch, rather than the individual sam-
ples, must be characterized in accord-
ance with § 58.105(a).-

179. Eight comments on § 58.105(d)
suggested that the requirement for re-
serve sample retention be restricted to
those substances whose stability had
not been previously determined. An-
other comment suggested that.the sec-
tion seems to require that a reserve
sample of water be retained if water Is
used as the control article, and an-
other comment suggested that the re-
tention of a reserve sample should be
left to the discretion of the sponsor.

The Commissioner does not agree
that the decision to retain a reserve
saniple should be at the discretion of
the sponsor. Maintaining a reserve
sample is necessary to provide inde-
pendent assurance that the test
system was exposed to the test article
as specified in the protocol. Reserve
samples need not be reanalyzed-rou-
tinely if the stability of the test or
control article is well established. If,
however, th6 results of a sttudy raise
questions as to the composition of the
test or control article, retention of re-
serve samples allows resolution of the
question. ' Retention -of a reserve
sample- of water is required when it
serves as the control article in a non-
clinical laboratory study..

180. Eight comments on § 58.105(d)
suggested that containers should be
comparable rather than identical to
maintain approximate ratio of mass of
article to container volume.

Reserve samples should be stored in
containers and under conditions that
maximize their useful life. The specifi-
cations for containers are deleted from
§ 58.105(d), however, and are now left
to the discretion of the study director.

181. Six comments said § 58.105(d)
duplicated §§ 58.105(b) and
58.113(a)(2); three said that the re-
quirement that the. reserve sample be
analyzed at the time the batch is de-
pleted, ,at the termination of the

study, or at the expiration date may
result in unnecessary testing. One
comment suggested that a portion of
the remaining article should be tested
rather than testing the reserve
sample.

The Commissioner agrees that the
requirement for routine reanalysis of
all test or control articles is unneces-
sary where stability characteristics
have been well established, and this
requirement has been deleted. The
Commissioner does not agree that the
cited sections duplicate one another.
Section § 58.105(b) concerns the stabil-
ity of test and control articles In a car-
rier mixture. But § 58.105(d) concerns
reserve samples of test and control ar-
ticles.

182. A number.of comments on pro-
posed § 3e.105(f) sought clarification
of the requirements, definition of thb
term "quarantine," and deletion of the
requirement to reanalyze batches re-
turned from distribution.

The Commissioner has examined the
provision as proposed and has found
that the intent Is achieved by the pr.
visions of § 58.107 (test and control ar-
ticle handling). Proposed § 3e.105(f)
has, therefore, been deleted.

TEST AND CONTROL ARTICLE HANDLING

183. One comment asserted that
§ 58.105 covered the specifics for han-
dling test and control substances and
that § 58.107 should be deleted,

The Commissioner disagrees with
the assertion that § 58.107 repeats
§ 58.105. The provisions of § 58.105
apply to the characterization of test
and control articles and their storage
prior to use. Section 58.107 sets forth
provisions for the handling and distri.
bution of test and control articles
during the course of a nonclinical lab-
oratory study. The purpose of this sec-
tion is to provide further mechanisms
tQ assure that test and control articles
meet protocol specifications through-
out the course of the study, and that
test article accountability is main-
tained.

184. Other comments argued that
the language of § 58.107 should be
modified and that, as written, thb sec-
tion was Impractical,

The Commissioner does not agree
that the requirements are impractical.
The section has, however, been edited
for clarity. Section 58.107(a) now
reads, "There is proper storage." Be-
cause contamination is only One of the
consequences that may result from im-
proper handling during distribution,
the Commissioner has revised
§ 58.107(b) to read, "Distribution Is
made In a manner designed to pre-
clude the possibility of contamination,
deterioration, or damage."
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MIXTURES OF ARTICLES WITH CARRIERS

185. Many comments stated that the
requirements of § 58.113- should only
apply to certain types of studies, such
as long term feeding studies, or should
apply oi:ly in cases where problems of
instability might result from mixing
the test article with a carrier.

The Commissioner does not agree.
The need to know that the test system
is being exposed to the amounts and
types of test and control articles that
are specified in the protocol is
common to all types of studies. The
effect of mixing on the concentration
and stability of the test or control arti-
cle in the mixture cannot be predicted
beforehand.

186. Six comments stated that the
requirement that each batch of a test
or control article that is mixed with a
carrier be tested for uniformity of
mix, stability, and release, as proposed
in § 58.113, was excessive.

The Commissioner has reviewed the
reasons advanced by the comments
and has deleted the "for each batch"
requirpment. Once the uniformity of
the mixture has been established for a
given set of mixing conditions, it is not
necessary to establish the uniformity
of each subsequent batch that is
mixed according to the same specifica-
tions. Similar considerations apply to
stability testing. Section 58.113(a)(1)
introductory text and (a) now read:
"For each test or control article that is
mixed with a carrier, tests by appro-
priate analytical methods shall be con-
ducted: (1) to determine the uniform-
ity of the mixture and to determine,
periodically, the concentration. of the
test or control article in the mixture."
The 'sentence, "EI]f the nonclinical
study is to be performed as a blind
study, enough individual samples of
the mixture shall be returned to the
sponsor for analysis," has been de-
leted. The requirement for analysis of
test or control article mixtures is ade-
quately addressed by the revised lan-
guage, of §58.113(a)(1). The mecha-
nism of satisfying the requirement is
left to the testing facility. Blind stud-
ies are discussed in paragraph 172
above.

187. One comment stated that the
possibility of administratoin by other
than the oral route should be consid-
ered.

The Commissioner agrees, and refer-
ence-to the route of administration is
removed.

188. Several comments said the
acute and subacute toxicity studies are
often conducted before there is exten-
siie knowlege about a drug's stability
and that in such cases the drug might

-be prepared daily. In addition, it was
suggested that § 58.113(a)(2) allow for
concurrent stability studies.

The Commissioner agrees with the
comment and has revised the regula-

tion to allow concurrent studies of sta-
bility to proceed with the ongoing
nonclinical laboratory study.

189. Three comments on §58.113
suggested that establishing expiratioll
dates for a substance used up In a
week seemed too stringent. Many cota-
inents suggested that the expiration
dating requirement be eliminated en-
tirely because batch sizes are estab-
lished so that they will be used up
prior to deterioration of the test arti-
cle.

The Commissioner has considered
the comments and has revised, as
noted above, the requirement for la-
beling each batch of test or control ar-
ticle carrier mixture to permit concur-
rent stability testing. The Comnils-
sioner declines to eliminate entirely
the requirement for listing of expira-
tion dates. Expiration dates should be
used, when known, to minimize the
possibility that subpotent, unstable, or
decomposed test or control article car-
rier mixtures will be used. New
§ 58.113(c) requires that, where any of
the components of the test or control
article carrier mixture has an expira-
tion date, that date shall be clearly
shown on the container. If more than
one component has an expiration date,
the earliest date shall be shown.

190. Many comments on proposed
§ 3e.113(a)(3) stated that the require-
ment for tests to determine the release
of the test or control substance from
the carrier needed to be clarified,
might be impossible to do, and were
not always necessary.

The Commissioner has reviewed the
comments and the section and finds
that such testing should be adequately
addressed by the protocol. He has,
therefQre, deleted the section.

191. Eleven comments suggested
that the requirement that reserve
samples of each batch of test or con-
trol article-carrier mixture be retained
was excessive and impractical.

The Commissioner does not agree.
Maintenance of reserve samples of
these mixtures is necessary for the
same reasons that reserve samples of
test and rontrol articles themselves
are necessary. These reasons are
stated n paragraph 179 above.

192. Proposed §3e.115 incorporated
principles set forth In other regula-
tions and has, accordingly, been de-
leted. (See the discussion in paragraph
3.)

PROTOCOLYOR AND CONDUCT OF A
NoNcLINmCAL LABORATORY STUDy

PROTOCOL

193. Several comments said the pro-
tocol requirements of § 58.102(a) were
not relevant to specific test articles,
e.g., electronic diagnostic Instrumenta-
tion. Other comments objected to re-
quiring a protocol for short-term stud-
ies or for routine tests described else-
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where In 21 CFR Chapter L Additional
comments proposed that "specific re-
quirements be Imposed only where ap-
plicable, and one comment said the
protocol should focus on what is in-
tended rather than on how the intend-
ed result is to be achieved.

The Commissioner has previously
disussed the types of tests and the
conditions within the scope of Part 58.
Because of the broad range of studies
covered, specific sections may not
apply to all studies. However, the
Comminsioner declines to exempt
short-term studies or routine tests
from these requirements. Any study
which qualifies as a nonclinical labora-
tbry study Is subject to the require-
ments. The good laboratory practice
regulations are both process-oriented
and product-oriented. and are de-
signed to ensure, insofar as possible,
the quality and integrity of nonclinical
laboratory data submitted to FDA in
support of regulated products. The
Commissioner recognizes that some of
the requirements of this section have
often not been traditionally included
in a protocol. He has nonetheless con-
cluded that the requirements are es-
sential to ensure that all operations
needed to fulfill the objectives of a
study are performed and that the com-
plete list of information required by
this section is necessary to ensure that
deviations, should they occur, are
readily appparenL

194. One comment asked what was
meant by "all methods" in § 58.120:
one suggested deletion of the word
"approved" to describe the protocol;
and another suggested that reference
to statistical methods in § 58.120(a) be
deleted and that a new paragraph on
statistical methods be added to the list
of information required.

"All methods" refers to all oper-
ations necessary to achieve the objec-
tives of the study, e.g.. analytical
methods, randomization procedures.
etc. If such methods are from pub-
lished sources, citation of the source
would fulfill this requirement. If the
methods are not from published

.sources, full descriptions would need
to be Included in the protocol. The
word "approved" is retained to empha-
size that a sponsor or testing facility
should have a mechanism for evalua-
tion and approval of initial protocols
and all amendments. A new paragraph
(a)(16) is provided to emphasize the
need to consider statistical methodolo-
gy In preparing a protocol.

195. Ten comments objected to the
inclusion. In proposed § 3e.120Ca)(3). of
stability methodology as a protocol re-
quirement because such methodology
may not have been developed before
the study was begun. Another com-
ment suggested deletion of this re-
quirement as not relevant to a proto-
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col, while three comments suggested
revision.

The Commissioner recognizes that
stability data may not be available
when a study is initiated, and this re-
quirement is deleted from the Section.
The Commissioner emphasizes, howev-
er, that determination of the stability-
of the test and control articles is a re-
sponsibility of the study director, that
determination of the stability of the
articles per se is required under
§ 58.105(b), and that determination of
the stability of the article/harrier
mixes is required under § 58.113.
• 196. Numerous' comments on pro-
posed § 3e.120(a)(4) objected to the
listing of the names of laboratory as-
sistants and animal care personnel in
the protocol because these jobs are
subject to constant turnover or period-
ic rotation.

The Commissioner agrees that labo-
ratory assistants and animal care per-
sonnel need not be identified in the
protocol. The list of personnel re-
quired to be named is transferred to
§ 58.185(a)(12).

197. One comment proposed that
listing the name of the sponsor and
name and address of the testing facili-
ty required by § 58.120(a)(3) be re-
stricted to studies done under con-
tract.

The Commissioner does not agree
with restricting ,this requirement to
studies done under contract because a
testing facility: though a division of
the sponsor, may have a specific desig-
nation and a location different from
the sponsor's, and this information is
necessary to determine the exact loca-
tion of the study.

198. Numerous comments on
§58.120(a)(4) objected to specifying
starting and completion dates in the
protocol because changing priorities
may make such specification impracti-
Cal. Another comment proposed dele-
tion of the requirement, for dates as
not relevant to a protocol.

Changing priorities may cause
changes in starting dates. For this
reason the requirement calls for the
proposed, dates. If the actual dates
differ from the proposed dates, the
change should be reflected in a proto-
col amendment. The dates may be
needed in the reconstruction of the
stihdy.

199. Ten comments on -proposed
§ 3e.120(a)(7) objected that the pro-
posed date for submission of the final
study report to management or to the
sponsor was not-relevant to a protocol,
and one requested a definition of the
term "completion date."-

The Commissioner-agrees that'the
proposed submission date is not rele-
vant, and the. provision is deleted. ,

200. Numerous comments on
§ 58.120(a)(6) suggested requiring age
of the test system only where applica-
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ble or substituting age range for age.
Several objected to the requirement
for justification for selection of the
test system as not relevant to protocol
requirements. Additional comments
proposed that the requirement for jus-
tification be limited to nonroutihe sys-
tems.

The Commission agrees that age of
the test system may not always be
critical, and § 58.120(a)(6) now requires
number, body weight range, : sex,
'source of supply, species, strain and
substrain, and age of the test system
only "where applicable." The Commis-
sioner does not agre6 that justification
for selection of the test system is not
relevant to a protocol or shotld be
limited to nonroutine systems. Such
justification is an integral and essen-
tial part of every protocol and to em-
phasize its importance, the Commis-
sioner is establishing a separate'para-
graph for this requirement, § 58.120-
(a)(5).

201. ' Several comments on
§58.120(a)(8) (proposed §3e.120(a)-
(10)). objected that the method of ran-
domization was not relevant to the
protocol and suggested requiring justi-
fication for the selected method only
when nonroutine methods are select-
ed; four comments said justificatidn of
the method of randomization is unnec-
essary; and one comment proposed re-
vised language regarding method of
randomization.

The Commissioner finds that the.
method of randomization or other
methods of controlling bias are rele-
vant and are essential parts of a proto-
col, whether the methods-used may be
described as routine or nonroutine.
The suggested revision is adopted in
part, and § 58.120(a)(8) now reads: "A
description of the experimental
design, including the methods for the
control of bias."

202. One comment said a description
of the diet used in the study (proposed
§3e.120(a)(11), now §-58.120(a)(9)) was
unnecessary unless the diet was un-
usual. The comment further said that
the necessity for including solvents
and emulsifiers was questionable be-
cause these might not be known at the
time the protocol is written.

The Commissioner advises that the
phrase "and/or identification" in
§ 58.120(a)(9), permits a commercial
animal diet to be identified by its
name. The need for using solvents or
emulsifiers may not be known when
the protocol is written; however, when
this information is available and the
solvents, etc., are selected, this fact
should be reflected in a protocol
amendment. *

203. Nine comments pointedout that
the degree of absorption (proposed
§ 3e.120(a)(14)), now § 58.120(a)(12)) is
usually unknown at the time of the
preparation of the protocol.

The Commissioner recognizes that
absorption studies may be conducted
concurrently with or as part of the
nonclinical laboratory study and
points out that the requirements of
§58.120(a)(12) can be fulfilled by
amending the protocol.

204. Nine comments suggested dele-
tion of the requirement that the pro-
tocol Include the records to be main-
tained (proposed § 3e.120(a)(16), now
§ 58.120(a)(14)) because this duplicates
the requirements under another provi-
sion of the regulation.

The Commissioner concludes that
the protocol should include a plan
identifying the records to be main-
tained and, therefore, does not agree
that § 58.120(a)(14) should be deleted.

CONDUCT OF A NONCLINICAL LABORATORY
STUDY

205. Several comments objected to
the § 58.130(c) requirement that speci-
mens be identified. Three comments
proposed revisions to eliminate the list
of specific Items (test system, study,
nature, date of collection) included for
identification of specimens. Numerous
comments objected to the Identifica-
tion system as overly restrictive, stat-
ig that a coding system should be
permitted.

The Commissioner rejects the sug-
gested modifications because the re-
quirements are designed to preclude
error. The specific Items required to
identify a specimen are the minimum
necessary to prevent mixup of speci-
mens and permit orderly storage. The
Commissioner does not agree that this
system is overly restrictive because it
does not preclude a coding system.

206. Numerous comments objected
to' the requirement, In § 58.130(e), for
recording data in bound books with
prenumbered pages as costly, time.
consuming, overly restrictive, and dif-
ficult -for long-term studies. Six were
concerned that much information is
too voluminous to be recorded directly
and that reference to other documents
should be permitted to justify
changes, and two comments objected
to recording "dictated observations" In
ink.

The Commissioner agrees that the
requirement for bound books Is too re-
strictive in view of both the variety of
data recording procedures that can be
used in nonclinical laboratory studies
covered by this part and the many
ways in which data are generated and

,collected for these studies. He Is,
therefore, revising the section. As re-
vised, § 58.130(e) does not preclude ref-
erence to other documents if the docu-
ments are clearly identified and availa-
ble. The requirements of the section
can be met by maintaining the dicta-
tion media or an exact transcription.

207. Three comments proposed that
§ 58.103(e) be revised- to reflect the
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three types of computer entries, i.e.,
direct on-line recording, input from
computer readable forms, and input
transcribed from recorded raw datq..
An additional comment suggested re-
vised language to achieve this purpose;
and two comments stated that com-
puter printouts of interim display data
need not be maintained when the data
are wholly contained in subsequent it-
erations.

The revised wording of § 58.130(e) Is
equally applicable to the various forms
of computer data entries. The Com-
missioner advises that where the data
for computer input are in machine-
readable form, such as marketed-sense
cards, or are transcribed from record-
ed raw data, the machine-readable
forms or the recorded raw data would
constitute raw data within. the defini-
tion of this part. Where input is via
direct on-line recording, the magnetic
media and the program would consti-
tute raw data within the meaning of
this part.

208. Three comments objected that a
daily signature and date for each
entry would be-burdensome in studies
involving daily measurements on each
animal.

Section 58.130(e), does not require
signing and dating of every individual
item recorded. An entry can consist of
several observations of several animals
made by the same person.

209: Three comments suggested dele-
tion of proposed § 3e.130(f), which re-
quired the review of all recorded data,
because this duplicated the function
of the study director.

The Commissioner agrees that these
requirements are adequately ad-
dressed by § 58.33(b), and the para-
graph is deleted.

RECORDS AND REPORTS

REPORTING OF NONCLINICAL LABORATORY
STUDY RESULTS

210. Seven comments said the re-
quirement that the final report in-
clude all raw data and calculations
proposed in § 3e.185(a)(3) is not practi-
cal and that a recapitulation should be
adequate.

The Commissioner agrees, and the
requirement that all raw data be in-
cluded in the final report is deleted.

211. Two comments on §58.185(a)(3)
stated that the scope of the term
"method" was not clear.

The Commissioner advises that
"method" does not mean that either
the actual calculations or a step-by-
step reiteration of the process be in-
cluded. The name of the method, the
description of the method, or a refer-
ence to an article or test describing
the method will be sufficient.

212. Several comments on
§58.185(a)(4) stated that the final
report-should provide only a reference.
to the information on "strength, qual-

ity, and purity" rather than the actual
values for those characteristics.

The Commissioner does not agree.
Thl final report should include actual
values for all chalracterlstics required
for proper Identification. Because the
actual values for strength, quality, and
purity are not, in every case, sufficient
for adequate Identification, the word
"quality", has been stricken and the
words "and composition or other ap-
propriate characteristics" have, been
added. The additional language will
permit the use of any characteristic
which facilitates Identification of the
test and control article.

213a. Several comments on
§ 58.185(a)(5) stated that the require-
ment that stability of the test and con-
trol articles be described should be
narrowed.

The Commissioner finds that stabil-
ity information must be submitted as
part of the final report. The extent of
stability testing required by these reg-
ulations is discussed at paragraphs
176, 185, 186, and 189 above.

b. Comments on proposed
§3e.185(a)(8) (now §58.185(a)(7)) re-
quested that the words "appropriate
and necessary" be inserted following
the words "procedure used", for Iden-
tifying the test system.

The Commissioner is modifying
§ 58.185(a)(7) to require reporting such
details where applicable.

214. Seven. comments on
§ 58.185(a)(12) protested the require-
ment that the final report Include re-
ports of each of the individual scien-
tists or other professionals involved In
the study.

The Commissioner concludes that
the individual reports are required to
assure that the final results reported
accurately reflect the findings of the
individual scientists.

215. A number of comments on
§ 58.185(a)(3) objected to reporting the
location of the raw data In the final
report.

For the purpose of information re-
trieval, the Cdmmlssioner is of the
opinion that the location of the raw
data should be specified.

216. The Commissioner advises that
the list of personnel required to be
named in the final report as specified
in § 58.185(a)(12) has been broadened
to include all professionals. (See para-
graph 196 above.)

STORAGE AND RETRIEVAL OF RECORDS AMD
DATA

217. Several comments requested re-
vision and clarification of "other Infor-
mation" in § 58.190(a).

The phrase "and other Information"
is deleted because It Is subsumed by
the specific requirements for docu-
mentation..

218. Five comments requested clarifi-
cation of the term "specimen" as used
In § 58.190(b).

The term "specimen" is defined in
§ 58.3(j) and means ;Lny material de-
rived from a test system for examina-
tion or analysis. This includes wet
specimens, histological blocks, and
slides that yield information pertinent
to the outcome of the study. Such'
specimens are required to bear suffi-
cient labeling to permit identification
and expedient retrieval.

219. Several comments stated that
the prohibition against "intermin-
gling" of specimens was unnecessary if
specimens are properly labeled and in-
dexed.

The Commissionr agrees and finds
that the storage requirements are ade-
quate to achieve their purpose without
any further prohibitions. The refer-
ence to intermingling of samples is,
therefore, deleted.

220. Seven comments said proposed
§ 3e.190(c) was unclear or redundant
and required the maintenance of un-
necessary duplicative files by both the
testing facility and the sponsor.

The Commissioner agrees with the
comments, and the paragraph is de-
leted.

221. A number of comments request-
ed that § 58.190Cc) provide that more
than one person be permitted to be re-
sponsible for the archives.

The Commissioner reaffirms the
need for one individual to be account-
able for the maintenance and security
of the archives to prevent access by
unauthorized personnel. Such access
could lead to the loss of, or damage to,
records and specimens required to be
maintained by these regulations. This
provision does not preclude delegation
of duties to other individuals who may
help maintain the archives.

222. Comments on § 58.190(e) sug-
gested that coding of archival contents
should be allowed and objected that
the section would require four-way in-
dexing.

The paragraph is revised for clarity.
As revised, the use of a coding system
is permitted; however, the cross-refer-
ence indexing system is retained as a
requirement.

223. Section 58.190(g) is deleted be-
cause the inspection requirements are
adequately addressed by § 58.15.

RETET ON OF RECORDS

224. Several comments stated that
the proposed record retention require-
ments were inconsistent with those
previously established.

A new paragraph (a) is added to
§ 58.195 to make it clear that the
record retention requirements of this
section do not supersede those of any
other regulations in this chapter.

225. Several comments pointed out
that IND's are not "approved" and
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asked that the record retention re-
quirements for IND's be clarified.

The Commissioner agrees that the
record retention requirements, as they
apply -to both IND's and IDE's, need
clarification. In addition to 'the fact
that IND's are not, in a technical
sense, "approved," the Commissioner,
has considered the fact that when
either an IND or an IDE is submitted
to the agency, the application may
contain voluminous data collected over
a number of years. It was not the-
intent of these regulations that such
supporting IND or 'IDE data -be de-
strbyed after 2 years because not all
studies submitted at the time of filing
may be of interest to the agency until
several years after submission. There-
fore, a new sentence is added to
§ 58.195(b)(1), which states that the 2-
year retention requirement does -not
apply to studies supporting notices of
claimed investigational exemptions for
new drugs (IND's) or applications for
Investigational device exemptions
(IDE's). These records are governed by.
§ 58.195(b)(2) and shall be 'retained for
at least 5 years. This additional lan-
guage clarifies both agency policy and
current scientific practice which is, in
most cases, to maintain such, study
records far longer than 5 years.

226. One comment said :the variable
record retention periods are unworka-
ble, and another said records should
be maintained as long as' the .public is
exposed to a chemical.

The record retention period repre-
sents the minimum deemed appropri-
ate. For uniformity, all records may be
retained for 5 years. Longer retention
periods are unnecessary because each
nonclinical testing facility will be' in-
spected every 2 years. Studies conduct-
ed at facilities that are in substantial
compliance with'these regulations will
be presumed to be valid. When signifi-
cant deviations are discovered, steps
'will be taken to validate individual
studies before the record retention
period expires.

227. Twenty-three comments -on
§ 58.195(b)(3) objected to the record
retention requirement as it applies to
terminated or discontinued studies;
stating that the requirement goes
beyond the intent expressed in the
definitions or that FDA lacks the au-
thority to require that'such studies be
retained.

The Commissioner 'finds that such
studies are frequently capable'of yield-
ing information applicable to evalua-
tions of related compounds. In the in-
terest of the public health, all such
data derived from studies originally in-
tended to be submitted to the agency
should be available to the agency. This
is particularly important when studies
are terminated because of preliminary
findings that the test article causes ad-
verse effects -at such low levels that,
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any safe use of the article is pre-
cluded. 'The general question of FDA's
authority is discussed in paragraph 5
.above.

228. With~respect to retention of ap-
propriate samples; including wet speci-
mens, several comments on § 58.195(c)
requested that the regulations.specifi-
cally set forth conditions of storage.
Others felt that this requirement
would be of doubtful 'value, and sever-
al were concerned that the retention
periodnot exceed that which could ad-
.versely affect sample integrity.

The Commissioner states that it
would be impractical to attempt to
specify the specific storage conditions
for sample retention. This should be
left to the judgment of the testing fa-
cility. It is essential as a check on re-
corded observations that, wherever
possible, samples be retained for con-
firmation of findings. Such samples
should be retained for the minimum
period specified in the regulations.
The regulation clearly 'states that
fragile samples shall be retained only
so long as the quality of the prepara-
tion affords evaluation..

229. Three comments on § 58.195(e)
objected to archive retention of cur-.
ricula vitae and job descriptions- of all
personnel involved in the study.

Section 58.195(e) is revised to permit
this information to be retained as part
of the testing facility employment rec-
ords.

230. One comment on § 58.195(f)
stated. that equipment records should
be maintained In an independent log
rather than maintained as part of
each study.

The Connissioner advises that the
language of the section does not pre-
clude such an approach. Records of
maintenance and calibration of equip-
ment may be kept in a repair manual
or on a'tag affixed to the instrument.
The reference to cleaning records is
deleted.

DISQUALIFICATION-OF TESTING

FACILITIES

PURPOSE

* 231, Many -comments. were received
concerning the gerferal concept and
purpose of disqualification.

The Commissioner believes that
many of these comments were based,
at least in part, on misunderstanding
of the frequency with which disquall-
fication might be used. The Commis-
sioner believes disqualification is an
important alternative to rejection of
specific studies and legal prosecution
because it can reduce by consolidation
the number of FDA investigations and
administrative proceedings that might
be required if FDA acted only on a
study-by-study basis. To clarify the
agency's intent regarding the disquali-
fication mechanism and to allay fears
that this sanction might be abused,

the Commissioner is revising' Subpart
K of the regulations to define more
clearly the grounds for disqualifica.
tion.

231. Section 58.200(a) has been re-
vised to clarify 'the purposes of dis-
qualification. The first purpose stated
in the section is to permit FDA to ex-
clude from consideration any complet-
ed studies conducted by a testing fa-
cility which has failed to comply with
good laboratory practice requirements
until it can adequately be demonstrat-
ed that the noncompliance, did not
occur during, or did not affect the va-
lidity of data generated by, a particu-
lar study. Thus, for studies completed
before disqualification, the otdcr of
disqualification creates a rebuttable
presumption that all studies previous-
l y conducted by the facility are unac-
ceptable. Such a study may be accept-
ed, however, upon presentation Of evi-
dence demonstrating that the noncom-
pliance which resulted In the disquali-
fication did not affect the particular
study. The second purpose set forth in
'the revision of § 58.200(a) Is to exclude
studies completed after the date of
disqualification from consideration -'

until the facility can satisfy the Com-
missioner that It will conduct studies
in 'compliance with the regulations.
(See also the discussion In paragraph
241.) -

GROUNDS FOR DISQUALIFICATION

232: Many comments argued that
the disqualification provisions ap.
peared to be overly harsh, arbitrary,
and ambiguous.

To clarify the agency's Intent, the
Commissioner is revising the section,
'The primary function of the agency's
regulation of nonclinical laboratory
testing is to assure the quality and In-
tegrity of data used In inaking Judg-
ments about the safety of products
regulated by the agency. The grounds
for disqualification are based on those
types of noncompliance that signifi-
cantly impair achievement of those
objectives., Proposed § 3e.202(a)
through (p) Is deleted, and new
§ 58.202(a) through () clarifies the

-policy that a testing facility may be
disqualified only If the, Commissioner
finds all three of the following: (1)
That the testing facility failed to
comply with one or more of the stand-
ards set forth in Part 58 or in any
other FDA regulations regarding
standards for nonclinical testing facili-
ties (e.g., any supplemental require-
ments in the IND or IDE regulations);
(2) that the noncompliance adversely
affected the validity of the data pro-
duced by the study; and (3) that other
lesser regulatory ' actions, such as
warnings or rejection of data from In-
dividual nonclinical laboratory studies,
have not been or probably will not be
adequate to achieve compliance, This
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approach will assure that the sanction
will not be used in trivial situations,
but will be invoked only when the vio-
lation has compromised the integrity
of a study. It further requires the
Commissioner to' consider the avail-
ability and probable effectiveness of
lesser sanctions as an alternative to
disqualification. It would not, howev-
er, precludte disqualification without
prior warning.

As pointed out in the preamble to
the proposed regulations, the provi-
sions for disqualification are not to be
ifiterpreted as either the exclusive or
primary administrative action for non-
compliance with good laboratory prac-
tice. Disqualification is designed to
provide FDAowith an enforcement tool
that is more efficient and effective
than a study-by-study review when it
becomes apparent that a testing facili-
ty is not capable of producing accurate
and valid test results. The disqualifica-
tion of a nonclinical testing facility
will be reserved for the the rare case
when the rejection of a particular
study is an inadequate regulatory re-
sponse. The testing facility and/or the
sponsor of the nonclinical laboratory
study may also be prosecuted for viola-
tions of Federal criminal laws, includ-
ing section 301(e) of the Federal Food,
Drug, and Cosmetic Act (failure to
make a report required under certain
other sections of the act, because a
grossly erroneous or inadequate report
does not fulfill the statutory obliga-
tion) and 18 U.S.C. 1001 (submission- of
a false report to the government).
Even where the testing facility is not
under a direct statutory obligation to
submit information to F)A, and in,
fact does not send data to the agency
but merely transmits them to the
sponsor, the facility is likely to be
aware that FDA will be the ultimate
recipient. In such cases, it may be
liable for aiding and abetting in the
violation (18 U.S.C. 2) or for causing
the violtion to be made by a third
party.

233. Two comments stated that the
disqualification regulation seemed to
apply only to private firms.

This interpretation is incorrect. The
preamble to the proposed iegulations
makes clear the policy that the good
laboratory practice regulations are to
apply to any institution that generates
or otherwise prepares safety data for
submission to FDA. Included in that
definition, to the extent.that they pre-
pare safety data to be submitted to
FDA in support of petitions for regu-
lated products, are, for example, vet-
erinary and medical clinics, universi-
ties and State experimental stations,
and State and Federal Government re-
search-laboratories.-Accordingly, dis-
qualification provisions apply equally
to all facilities that prepare safety
data for submission to FDA. The lan-
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guage regarding the intended use of
sanctions is incorporated into
§ 58.202(c).
NOTICE OF AND OPPORTUNIrY FOR HEAR-

ING ON PROPOSED DISQUALIFICATION
234. Several comments stated that

the disqualification process, as pro-
posed, would violate due process. deny
a formal hearing, and deny a right of
appeal to the courts.

The Commissioner advises, and the
revisions to § 58.202 make clear, that
the disqualification procedure will not
be invoked for minor violations of the
regulation. In addition, § 58.204 pro-
vides that a regulatory hearing may be
conducted in accordance with 21 CFR
Part 16. Such a hearing provides all
the safeguards essential to due proc-
ess. See also the FEDERAL REGISTER of
40 FR 40713 et seq. (preamble to Sub-
part F of 21 CFR Part 2, recodified as
21 CFR Part 16-Regulatory Hearing
Before the Food and Drug Administra-
tion; section 201(y) of the act (21
U.S.C. 321(y)) (procedural require-
ments of an "informal hearing");
Goldberg v. Kelly, 397 U.S. 254 (1970).
Judicial review of final administrative
action is provided by the Administra-
tive Procedure Act (5 U.S.C. 701 et
seq.). See also § 10.45 Court Review of
final administrative action; exzaus-
tion of administrative remedies (21
CFR 10.45); and 40 FR 40689-40691
(preamble to procedural regulations,
§ 2.11 (recodified as 21 CPR 10.45)).
235. Several comments expressed the

concern that any regulatory hearing
conducted uhder 21 CFR Part 16
should provide for the confidentiality
of all data on which the hearing Is
based.

The Commissioner advises that
§16.60(a) (21 CFR 16.60(a)) provides
adequate safeguards when required to
maintain the confidentiality of com-
mercial information.

236. One comment stated that if
notice for such a hearing should be
mailed to a facility. more than 3 days
should be allowed for a facility to be
able to prepare itself to come to a
meeting.-

The Commissioner finds that the
provisions of § 16.22 (21 CFR 16.22)
provide adequate flexibility for -any
party responding to a notice-of oppor-
tunity for a hearing. See also the com-
ments addressed to 21 CFR 52.204, set
out in the preamble to the proposed
regulations on obligations of sponsors
and monitors, published in the FEDER-
AL REGISTER of September 27, 1977 (42
FR 49619).

237. One comment suggested that
§ 58.204 include a provision specifying
that a sponsor be allowed to intervene
in the hearing process when a notice
of opportunity for a .hearing has
issued to a testing facility that Is per-
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forming studies under contract for the
sponsor.

Inasmuch as the disqualification
process in such a case is directed at
the testing facility rather than the
sponsor and inasmuch as the alleged
violations involved would be those of
the testing facility, the Commissioner
finds that intervention by a sponsor'
(or, in many cases, multiple sponsors)
would serve no useful purpose. As
noted in the preamble to the proposed
regulation (41 FR 51218). a sponsor
who wishes to contest a finding that a
particular study or studies is or are in-
adequate will be provided an opportu-
nity to do so by the procedures for
denying or withdrawing the approval
of an application for a research or
marketing permit.

238. Concern was also expressed that
a reasonable time be provided to allow
a sponsor to conduct a new test prior
to termination or withdrawal.

The Commissioner emphasizes that
in those cases in which a safety deci-
sion has been based on data that have
subsequently been called into ques-
tion. protection of the public requires
that proceedings be instituted without
delay. As previously noted, opportuni-
ty to contest a finding that a particu-
lar study is so inadequate that it will
not support a claim of safety of a
product will be provided by procedures
set forth in other regulations, e.g.,
withdrawal of an NDA.

FINAL ORDER ON DISQUALIFICATION

239. Several comments stated that
§ 58.206 should provide specifically for
appeal to the Federal courts following
a final decision to disqualify by the
Commissioner.

The Commissioner notes that the
provisions of 21 CFR 16.120 and 10.45
adequately address this point- These
regulations clearly state the provisions
that apply to court review of final ad-
ministrative action.

240. One comment suggested that
§ 58.206(b) be modified to require that
sponsors be notified,, when applicable,
at the time of issuance of a final order
to a testing facility.

The Commissioner advises that such
notification, which is discretionary, is
expressly provided for in § 58.213(b).
Additionally, § 58.206(a) and (b) are re-
vised to -reflect the requirement that
the Commissioner must make the find-
ings required by § 58.202 before a final
order disqualifying a nonclinical test-
ing facility shall issue.

ACTIONS UPON DISQUALIFICATION

241. Several comments objected to
the retroactive provisions of § 58.210-
(a), which state that once a testing fa-
ollty has been disqualified, each appli-
cation for a research or marketing
permit, whether approved or not , that
contains or relies upon any nonclinical
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laboratory study conducted by the dis-
qualified testing facility may'be ,exam-
ined to determine whether these stud-
ie were or would be essential to a de-
cision.

The Commissioner advises that call-
ing into question studies performed by
a subsequently disqualified testing fa-.
cility does not ;represent a departure
from prior FDA policy in other areas.
FDA must make additional inquiries
to establish safety any time a question
Is raised about data previously submit-
ted, regardless bf whether a disqualifi-
cation procedure exists. Section
58.210(a) allows the person relying on
the study in question to establish that
the study was not affected by 'the cir-
cumstances that led to disqualifica-
tion. The safety of the public would
not be adequately protected were no
such validation required -when serious
questions are ralged regarding the ade-
quacy of data upon which regulatory
decisions are based.

Section 58,210 is revised by the addi-
tion of, paragraph (b), which states
that no nonclinical laboratory study
begun after a ficility has been dis-
qualified will be oonsidered in -support
of any application for a research or
marketing permit unless the facility
has been reinstated -under § 58.219.
This addition makes it clear that, in
such a case, no subsequent informa-
tion can be submitted for purposes of
subsequent validation. If the facility is
reinstated, however, the -study might
by acceptable to FDA. This provision
does not relieve the applicant from
ally other requirement under ,DA
regulations that all data and informa-
tion regarding clinical experience with
the article in question be submitted to
the agency.. ..,

242. Many comments regarding
§ 58.210 were based on the assumption
that the disqualification process might-
be invoked for a minor-violation of the
good laboratory practice regulation
and stated that calling studies into
question based on. a minor violation
was unreasonable.

As previously discussed, § 58.202 is
revised to make it clear that the dis-
qualification process will be reserved
for those situations in which lesser
sanctions, e.g., rejection .of individual
studies, will not suffice. Because dis-
qualification will be xeserved for use in
serious situations, the -Commissioner
finds that calling into question all
studies done before or after.disqualifi-
cation Is warranted.

PUBLIC DISCLOSURE OF INFORMATION
UPON DISQUALIFICATION

243. Several comments,-said that pro-
prietary or trade secret documents
should not be released. Others urged
that disqualification, records not be
disclosed.
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The Commissioner advises that re-
lease of all such documents is gov-
erned by the provisions of the Free-
dom of Information Act (5 U.S.C. 552)
and 21 CFR Part 20 and need not be
separately dealt With in this r-egula-
tion. Interested parties are referred
specifically to Part 20-Public Infer-
'mation (21 CFR Part 20). Section
20.61 (21 CFR 20.61) deals with trade
secrets and commercial information
and §.20.64,(21 CFR 20.64) deals with
investigatory records. The preamble to
the public information regulations (39
FR 44602 et seq.) (since 'recodified as
'Part 20) discusses these issues at
length.

244. One comment on § 58.213 stated
that no notification of other govern-
ment departments or agencies should
issue until completion of the judicial
process.

The Conmissioner disagrees and
finds that withholding notification
until completion of the administrative
process by the agency provides an ade-
quate opportunity for a testing facility
to be heard prior to the issuance of
any such notification.

245. Another comment stated that
because FDA is a Federal agency, noti-
fication of State agencies is outside
FDA's jurisdiction.

The Commissioner points out that
section 705(b) of the act (21 U.S.C.
375(b)) j rovides for dissemination of.
information regarding food, drugs, or
devices in situations involving immi-
nent dafiger to health or gross decep-
tion of the consumer. In addition, the
Commissioner emphasizes that he pro-
poses .to notify the States only In
those situations for which adequate
cause has been established and for
which' a-final order has been Issued.
Section 58.213(a) is amendhd to make
it clear that such notification shall
state that It is given l ecause of the re-
lationship between the testing facility
and the person notified and that the
Food and Drug Administration is not
advising or recommending that any
action be taken by the person notified.
Additionally, § 58.213. is modified to
make it clear :that notification of dis-
qualification may be sent by the Com-
missioner not only .to other' Federal
agencies but to 'any other person
known to have 'professional relations
with the disqualified testing facility.
This includes sponsors of studies being
performed by the,-facility.

246: A comment suggested that the
scope of 'otification should be limited
to those-nonclinical laboratory studies
upon which the decision to disqualify
was based.

The language of §'58.213 makes it/
clear that-notification may be given at
the discretion of the Commissioner
whenever he believes that such disclo-
sure would further the public interest
or would ,promote compliance with the

good laboratory practice regulations.
The Commissioner finds that, given
the expressed purpose of notification,
further limitation would be Inappro.
priate.

ALTERNATIVE OR ADDITIONAL ACTIONS TO
DISQUALIFICATION

247. One comment on § 58.215 sug-
gested that informal procedures be
used prior to the institution of more
formal procedures.

The Commissioner notes that this
approach was discussed in the pream-
ble to the proposed regulation at 41
FR 51218. Because such informal pro.
cedures have, in the past, doubled the
time and expense of all involved par-
ties without discernible benefit, the
Commissioner has decided not to pro,
vide for informal procedures In these
regulations.

SUSPENSION OR TERMINATION Or A
TESTING FACILITY BY A SPONSOR

248. Many comments on § 58.217 said
that the section seemed to be an at-
tempt on the part of FDA to provide
legal grounds for the unilateral break-
ing of contracts between private par-
ties.

The Commissioner finds that the
section, as written, was subject to a
great deal of misunderstanding.
Therefore, the section Is revised. The
Commissioner advises that nothing In
Part 58 is intended to infringe upon or
alter the -private contractual arrange-
ments between a sponsor and a non-
clinical testing facility. A sponsor may
terminate a testing facility for reasons
of Its own whether or not FDA has
begun any action to disqualify that fa-
cility. Where a sponsor has Independ-
ent grounds for suspending or termi-
nating studies performed for that
sponsor by the facility under contract,
the fact that FDA has not Itself dis-
qualified the facility may not be raised
by the contract facility as a defense
against the sponsor.

249. Several comments said notifica-
tion within 5 days was impractical.,

The Commissioner agrees, and the
time period is extended to 15 working
days.

250. A number of comments said the
notification requirement provided a
sponsor with an unfair opportunity to
impugn a contract facility that would
have no-op'portunlty for response.
-The Commissioner emphasizes that

termination ot a nonclinical testing fa-
cility by a sponsor should be subject to
the contract between the two parties.
A nonclinical testing facility, as a
party to the contract, may protect
itself from unjust termination by the
terms of its contract with the sponsor.
Remedies for both parties to such a
contract may be spelled out In the con-
tract and are governed by principles of
contract law. The Commissioner fur-
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ther emphasizes that the requirement
that a sponsor notify FDA when it has
terminated or suspended a testing fa-
cility-applies only to those cases in
which an application for a research or
marketing permit has been submitted.
Where no application has been sub-
mitted, no notification is required.

REINSTATEMENT OF A DISQUALIFIED
TESTING FACILITY

251. One comment on § 58.219 ex-
pressed concern, that when read with
§ 58.2f0, it was confusing.

The Commissioner finds that the ad-
dition of § 58.210(b) substantially clari-
fies the status of studies conducted
before, during, and after disqualifica-
tion and that further amendment is
unnecessary.

252. A typographical'error in the last
,sentence of § 58.219 has been correct-
ed. The last sentence now reads: "A
determination that a testing facility
has been reinstated is disclosable to
the public under Part 20 of this Chap-
ter."

CONFORMING AmENDMENTS

253. The Commissioner is adding to
,or revising provisions in the regula-
tions regarding food and color addi-
tives, new drugs for investigational
use, new drug applications, OTC drug
products, antibiotic drugs, new animal
drug applications, biological product
licenses, and performance standards
for electronic products to incorporate
appropriate implementing provisions
for, and cross references to, Part 58,
which is being added by, this docu-
ment. Each of the regulations requires
the submission of data which may in-
clude nonclinical laboratory studies.
The regulations are being revised to
require, with respect to each nonclini-
cal laboratory study contained as part
of the submitted information, either a
statement that the study was conduct-
ed in compliance with the good labora-
tory practice regulations set forth in
Part 58 of this chapter, or, if the study
was not conducted in compliance with
such regulations, a statement that de-
scribes in detail all differences be-
tween the practices used in the study
and those required in the regulations.
The- revisions highlight the fact that
although studies not conducted in
compliance with the regulations may
continue to be submitted to FDA, the
burden of establishing that the non-
compliance did not affect the quality
of the data submitted is on the person
submitting the noncomplying study.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 406, 408,
409, 502, 503, 505, 506, 507, 510, 512-
516, 518-520, 701(a), 706, and 801, 52
Stat. 1049-1053 as amended, 1055, 1058
as amended, 55 Stat. 851 as amended,
59 Stat. 463 as amended, 68 Stat. 511-
517 as amended, 72 Stat. 1785-1788 as
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amended, 76 Stat. 794 as amended, 82
Stat. 343-351, 90 Stat. 539-574 (21
U.S.C. 346, 346a, 348, 352, 353, 355, 356,
357, 360, 360b-360f, 360h-360J, 371(a),
376, and 381)) and the Public Health
Service Act (sees. 215, 351, 354-360F, 58
Stat. 690, 702 as amended, 82 Stat.
1173-1186 as amended (42 U.S.C. 216,
262, 263b-263n)) and under authority
delegated to him (21 CFR 5.1), the
Commissioner amends Chapter I of 21
CFR as follows:

SUBCHAPTER A-GENERAL

PART 16-REGULATORY HEARING
BEFORE THE FOOD AND DRUG AD-
MINISTRATION

1. Part 16 is amended in § 16.1 by re-
designating paragraph (b)(30) as para-
graph (c) and by adding new para-
graph (b)(30), to read as follows:

§ 16.1 Scope.

* * * S

(b)
(30) Section 58.204(b) of this chap-

ter, relating to disqualifying a nonclin-
ical laboratory testing facility.

(c) Any other provision In the regu-
lations in this chapter under which a
party who is adversely affected by reg-
ulatory action Is entitled to an oppor-
tunity for a hearing, and no other pro-
cedural provisions in this part are by
regulation applicable to such hearing.

2. Part 58 is added to read as follows:

PART 58--GOOD LABORATORY
PRACTICE FOR NONCLINICAL LAB-
ORATORY STUDIES

Subpart A-General Provislons

Sec.
58.1 Scope.
58.3 Definitions.
58.10 Applicability to studies performed

under grants and contracts.
58.15 Inspection of a testing facility.

Subpart B-Organization and Personnel

58.29
58.31
58.33
58.35

Personnel.
Testing facility management.
Study director.
Quality assurance unit.

Subpart C-Facilities

58.41 General.
58.43 Animal care facilities.
58.45 Animal supply facilities.
58.47 Facilities for handling test and con-

trol articles.
58.49 Laboratory operation areas.
58.51 Specimen and data storage facilities.
58.53 Administrative and personnel facili-

ties.

Subpart D-Equlpment

58.61 Equipment design.
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58.63 Maintenance and calibration of
equipment.

Subpart E-Testling Facilies Operation

58.81 Standard operating procedures.
58.83 Reagents and solutions.
58.90 Animal care.

Subpart F-Test and Control Articles

58.105 Test and control article character-
ization.

58.107 Test and control article handling.
58.113 Mixture of article with carriers.

Subpart G-Profocol for and Condud of a
Noncinical Laboratory Study

58.120 Protocol.
58.130 Conduct of a nonclinical laboratory

study.

Subparts H and -[Reserved]

Subpart J-Records and Reports

58.185 Reporting of nonclinical laboratory
study results.

58.190 Storage and retrieval of~records and
data.

58.195 Retention of records.

Subpart K-Disqualificatlion of Testing Facirties

58.200 Purpose.
58.202 Grounds for disqualification.
58.204 Notice of and opportunity for hear-

ng on proposed disqualification.
58.206 Final order on disqualification.
58.210 Actions upon disqualification.
58.213 Public disclosure of Information re-

garding disqualification.
58.215 Alternative or additional actions to

disqualification.
58.217 Suspension or termination of a test-

Ing facility by a sponsor.
58.219 Reinstatement of a disqualified test-,

Ing facility.

Aumonrrv Sees. 406. 408, 409. 502, 503,
505, 506. 507. 510, 512-516. 518-520, 701(a),
706, and 801, Pub. L. 717, 52 Stat. 1049-1053
as amended. 1055, 1058 as amended. 55 Stat.
851 as amended, 59 Stat. 463, as amended.
68 Stat. 511-517 as amended. 72 Stat. 1785-
1788 as amended, 76 Stat. 794 as amended.
82 Stat. 343-351, 90 Stat. 539-574 (21 U.S.C.
346. 346a. 348, 352. 353. 355, 356, 357, 360,
360b-360f. 360h-360J. 371(a). 376, and 381);
sees. 215. 351. 354-360P. Pub. 7. 410r. 58 Stat.
690. 702 as amended, 82 Stat. 1173-1188 as
amended (42 U.S.C. 216. 262. 263b-263n).

Subpart A-General Provisions

§ 59.l Scope.
This part prescribes good laboratory

practices for conducting nonclinical
laboratory studies that support or are
intended to support applications for
research or marketing permits for
products regulated by the Food and
Drug Administration, including food
and color additives, animal food addi-
tives, human and animal drugs, medi-
cal devices for human use, biological
products, and electronic products.
Compliance with this part is intended
to assure the quality and integrity of
the safety data filed pursuant to sec-
tions 406, 408. 409, 502, 503, 505, 506,
507, 510, 512-516; 518-520, 706, and 801
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of the.Federal Food, Drug, and Cos-
metic Act and sections 351 and 354-
360F of the Public Health-Service Act.

§ 58.3 Definitions.-
As used in this part; the following

terms shall have the meanings speci-
fied:

(a) "Act" means the Federal Food,
Drug, and Cosmetic Act, as amended
(secs. 201-902, 52 Stat. 1040 et seq., as
amended (21 U.S.C. 321-392)).I(b) "Test article" means any food ad-
ditive, color additive, drug, biological
product, electronic product, medical
device for human use, or any other ar-
ticle subject to regulation under the
act or under sections 351 and 354-360F
of the Public Health Service Act.

(c) "Control article" means any food
additive, color additive, drug, biologi-
cal product, electronic product, medi-
cal device for human use, or any other
article other than a test article that is
administered to the'test system in the
course of a nonclinical laboratory
study for the purpose of establishing a
basis for comparison with the test arti-

>-cle.
(d) "Nonclinical laboratory study"

means any in vivo or-in vitro experi-
ment in which a test article is studied
prospectively in a test system under
laboratory conditions to determine its
safety. The term does not include
studies utilizing human subjects or
clinical studies or field trials in ani-
mals. The term does not include basic
exploratory studies carried out to de-
termine, whether a test article has any
potential utility or to determine physi-
cal or chemical chiracteristics of a test
article.

(e) "Application for research or mar-
keting permit" includes:

(1) A color additive petition, de-
scribed in Part 71 of this chapter.

(2) A food additive petition, de-
scribed in Parts 171 and 571 of this
chapter.

(3) Data and information regarding
a substance submitted as part of the
procedures for establishing that, a sub-
stance is generally recognized as safe
for use, which use results or may rea-
sonably be expected to result, directly
or indirectly, in its becoming a compo-
nent or otherwise affecting the char-
acteristics of any food, described in
§§ 170.35 and 570.35 of this chapter.

(4) Data and information regarding
a food additive submitted as part of
the procedures regarding food addi-
tives permitted to be used on an" inter-
im basis pending additional study, de-
scribed in § 180.1 of this chapter.

(5) A "Notice of Claimed Investiga-
tional Exemption for a New Drug," de-
scribed in Part 312 of this chapter.

(6) A "new drug application," de-
scribed in Part 314 of this chapter.

(7) Data and inforrqation regarding
an over-the-counter drug for human
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use, submitted as part of the proce-"
dures for classifying such drugs as
generally recognized as safe and effec-
tive and not misbranded, described in
Part 330.of this chapter.

(8) Data and information regarding
a prescription drug for human use sub-
mitted as part of the procedures for
classifying such drugs as generally rec-
ognized as safe and'effective and hot
misbranded, to be described in this
chapter.

(9) Data and information regarding
an antibiotic drug submitted as part of
the procedures for issuing, amending,
or repealing regulations for such
drugs, described in Part' 430 of this
chapter.

(10) A "Notice of Claimed Investiga-
tional Exemption for a New Animal
Drug," described in Part 511 of this
chapter.

(11) A "new animal drug applica-
tion," described in Part 514 of this
chapter.

(12) Data and information regarding
a drug for animal use submitted as
part of the procedures for classifying
such drugs as generally recognized as
safe and effective and not misbranded,
to be described in this chapter.

,(13) An "application for a biological
product license," describea in Prt 601
of this chapter. - -

(14) An "application for an investiga-
tional device exemptio'n," described in
Part'812 of this chapter.

(15) An "Application for Premarket
Approval of a Medical Device," de-
scribed in section 515 of the act.

(16) A "Product Development Proto-
col for a Medical Device," described in
section 515 of the act.

(17) Data and information regarding
a medical device submitted as part of
the procedures for classifying such de-
vices, described in section 513 of the
act.

(18) Data and information regarding
a medical device submitted as part of
the procedures for establishing,
amending, or repealing a performance
standard for such devices, described in
section 514 of the act.
. (19) Data and information regarding
an electronic product submitted as
part of the procedures for obtaining
an' exemption from notification of a
radiation safety defect or failure of
compliance with a radiation safety
performance .standard, described in
Subpart D of Part 1003 of this chap-
ter.

(20) Data and information regarding
an electronic product submitted as
part of the procedures for establish-
ing,,amending, or repealing a standard
for such p1roduct, described in section
358 of the Public Health Service Act.-

(21) Data and information regarding
an electronic product submitted as
part of the procedures for obtaining a
variance from any electronic product

,performance standard as described in
§ 1010.4 of this chapter.

(22) Data and information regarding
an electronic product submitted as
part of the procedures for granting,
amending, or extending an exemption
from any electronic product perform-
ance standard, as described in § 1010.5
of this chapter.

(f) "Sponsor" means:
(1) A person who initiates and sup-

ports,, by provision of financial or
other resources, a nonclinical labora-
tory study;

(2) A person who submits a nonclini-
cal study to the Food and Drug Ad-
ministration in support of an applica-
tion for a research or marketlhg
permit; or

(3) A testing facility, if it both initi-
ates and actually conducts the study.

(g) "Testing facility" means a person
who actually conducts a nonclinical
laboratory study, i.e., actually uses the
test article in a test system. "Testing
facility" Includes any establishment
required'to register under section 510
of the act that conducts nonclinical
laboratory studies and any consulting
laboratory described in section 104 of
the act that conducts such studies,
"Testing facility" encompasses only
those operational units that are being
or have been used to conduct nonolin-
cal laboratory studies.

(h) "Person ' Includes an individual,
partnership, corporation, association,
scientific or academic establishment,
government agency, or organizational
unit thereof, and any other legal
entity.

(I) "Test system" means any animal,
plant, microorganism, or subparts
thereof to which the test or control ar-
ticle is administered or added for
study. "Test system" also includes ap-
propriate groups or components of the
system not treated with the test or
control articles.

(j) "Specimen" means any material
derived from a test system for exami-
nation or analysis.

(k) "Raw data" means any labora.
tory worksheets, records, memoranda,
notes, or exact copies thereof, that are
the result of original observations and
activities of a nonclinical laboratory
study and are necessary for the recon-
struction and evaluation of the report
of that study. In the event that exact
transcripts of raw data have been pre-
pared (e.g., tapes which have been
transcribed verbatim, dated, and veri-
fied accurate by signature), the exact
copy or exact transcript may be substi-
tuted for the original source as raw
data. "Raw data" may include photo-
graphs, microfilm or microfiche
copies, computer printouts, magnetic
media, including dictated observations,
and recorded data from automated in-
struments.
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(1)"Quality assurance unit' means
any person or organizational element,
except the study director, designated
by testing facility management to per-
form the duties relating to quality as-
surance of non'clinical laboratory stud-
ies.

(m) "Study director" means the indi-
vidual responsible for the overall con-
duct of a nonclinical laboratory study.

(n) "Batch" means a specific quanti-
ty or lot of a test or control article
that has been characterized according
to § 58.105(a).

§ 58.10 Applicability to studies performed
under grants and contracts.

When a sponsor conducting a non-
clinical laboratory- study intended to
be submitted to or reviewed by the
Food and Drug Administration utilizes
the services of a consulting laboratory,
contractor, or grantee to perform an
analysis or other service, it shall

.notify the consulting laboratory, con-
tractor, or grantee that the service is
part of a nonclinical laboratory study
that must be conducted in compliance
with the provisions of this part.

§ 58.15 Inspection of a testing facility.
(a) A testing facility shall permit an

authorized employee of the Food and
-Drug Administration, at reasonable
times and in a reasonable manner, to
inspect the facility and to inspect (and
in the case of records also to copy) all
records and specimens required to be
maintained regarding studies within
the scope of this part. The records in-
spection and copying requirements
shall not apply to quality assurance
unit records of findings and problems,
or to actions recommended and taken.

(b) The Food and Drug Administra-
tion will not consider a nonclinical lab-
oratory study in support of an applica-
tion for a research or marketing
permit if the testing facility refuses to
permit inspecti6n. The determination
that a nonclinical laboratory study
will not be considered in Support of an
application, for a research or market-
ing permit does not, however, relieve
the applicant for such a permit of any
obligation under any applicable stat-
ute or regulation to submit the results
of the study to the Food and Drug Ad-
ministration.

'Subpart B-Organization and
Personnel

§ 58.29 Personnel.
(a) Each individual engaged in the

conduct of or responsible for the su-
pervision of a nonclinical laboratory
study shall have education, training,
and experience, or combination there-
of, to enable that individual to per-
form the assigned functions.

(b) Each testing facility shall main-
tain a current summary of training

and experience and job description for
each individual engaged in or supervis-
ing the conduct of a nonclinical labo-
ratory study.

(c) There shall be a sufficient
-number of personnel for the timely
and proper conduct of the study ac-
cording tothe protocol.

(d) Personnel shall take necessary
personal sanitation and health precau-
tions designed to avoid contamination
of test and control articles and test
systems.

(e) Personnel engaged In a nonclini-
cal laboratory study shall wear cloth-
ing appropriate for the duties they
perform. Such clothing shall be
changed as often as necessary to pre-
vent microbiological, radiological, or
chemical contamination of test sys-
tems and test and control articles.(f) Any individual found at any time
to have an illness that may adversely
affect the quality and integrity of the
nonclinical laboratory study shall be
excluded from direct contact with test
systems, test and control articles and
any other operation or function that
may adversely affect the study until
the condition is corrected. All person-
nel shall be instructed to report to
their immediate supervisors any
health or medical conditions thatmy
reasonably be considered to have an
adverse effect on a nonclinical labora-
tory study.

§ 58.31 Testing facility management.
For each nonclinical laboratory

study, testing facility management
shall:

(a) Designate a study director as de-
scribed in § 58.33, before the study is
initiated.

(b) Replace the study director
promptly if It becomes necessary to do
so during the conduct of a study, and
document and maintain such action as
raw data.

(c) Assure that there is a quality as-
surance unit as described in § 58.35.

(d) Assure that test and control arti-
cles or mixtures have been appropri-
ately tested for identity, strength,
purity, stability, and uniformity, as ap-
plicable.

(e) Assure that personnel, resources,
facilities, equipment, materials, and
methodologies are available as sched-
uled.

(W) Assure that personnel clearly un-
derstand the functions they are to per-
form.

(g) Assure that any deviations from
these regulations reported by the
quality assurance unit are communi-
cated to the study director and correc-
tive actions are taken and document-
ed.

§ 58.33 Study director.
For each nonclinical laboratory

study, a scientist or other professional

of appropriate education, training, and
experience, or combination thereof,
shall be Identified as the study direc-
tor. The study director has overall re-
sponsibility for the technical conduct
of the study, as well as for the inter-
pretation, analysis, documentation
and reporting of results, and repre-
sents the single point of study control.
The study director shall assure that:

(a) The protocol, including any
change, is approved as provided by
§ 58.120 and is followed.

(b) All experimental data, including
observations of unanticipated re-
sponses to the' test system are accu-
rately recorded and verified.

(c) Unforeseen circumstances that
may affect the quality and integrity of
the nonclinical laboratory study are
noted when they occur, and corrective
action is taken and documented.

(d) Test systems are as specified in
the protocol.

(e) All applicable good laboratory
practice regulations are followed.

(f) All raw data, documentation, pro-
tocols, specimens, and final reports are
transferred to the archives during or
at the close of the study.

§ 58.35 'Quality assurance unit.
(a) A testing facility shall have a

quality assurance unit composed of
one or more individuals who shall be
responsible for monitoring each study
to assure management that the facili-
ties, equipment, personnel, methods,
practis, records, and controls are in
conformance with the regulations in
this part. For any given study the
quality assurance unit shall be entire-
ly separate from and independent of
the personnel engaged in the direction
and conduct of that study.

(b) The quality assurance unit shall:
(1) Maintain a copy of a master

schedule sheet of all nonclinical labo-
ratory studies conducted at the testing
facility indexed by test article and
containing the test system, nature of
study, date study was initiated, cur-
rent status of each study, name of the
sponsor, name of the study director,
and status of the final report.

(2) Maintain copies of all protocols
pertaining to all nonclinical laboratory
studies for which the unit is responsi-
ble.

(3) Inspect each phase of a nonclini-
cal laboratory study periodically and
maintain written and properly signed
records of each periodic inspection
showing the date of the inspection,
the study inspected, the phase or seg-
ment of the study inspected, the
person performing the inspection,
findings and problems, action recom-
mended and taken to resolve existing
problems, and any scheduled date for
re-inspection. For studies lasting more
than 6 months, inspections shall be
conducted every 3 months. For studies
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lasting less than 6 months, inspections
shall be conducted at ifitervals ade-
quate to assure the integrity of the
study. Any significant problems which
are likely to affect study integrity
found during the course of an inspec-
tion shall be brought to the attention
of the study director and management
immediately.

(4) Periodically submit to manage-
ment and the study director written
status reports on each study, noting
any problems and'the corrective ac-
tions taken. 1

(5) Determine that no deviations
from approved protocols or standard
operating procedures were made with-
out proper authorization 'and docu-
mentation.

(6) Review the final study report to
assure that such report accurately de-
scribes the methods and standard op-
erating procedures, *and that the re-
ported results accurately reflect the
raw data of the norclinical laboratory
study.

(7) Prepare and sign a statement to
be included with the final study report
which shall specify the dates inspec-.
tions were made and findings reported
to management. and to the study direc-
tor.

(c) The responsibilities and proce-
dures applicable to the quality assur-
ance unit, the records maintained by
the quality assurance unit, and the
method of indexing such records shall
be in writing and shall be maintained.
These items Including inspection
dates, the study inspected, the phase
or segment of the study inspected, and
the name of the individual performing
the inspection shall be made available
for Inspection to authorized employees-
of the Food and Drug Administration.

(d) A designated representative of
the Food and Drug Administration
shall have access to the written proce-
dures established for the inspection
and may request testing facility man-
agement to certify that inspections are,
being Implemented, performed, docu-
mented, and followed-up in accordance
with this paragraph.

(e) All records maintained 'by the
quality assurance unit shall be kept in
one location at the testing facility.

Subpart C-Facilities

§ 58.41 General.
Each testing facility shall be of suit-

able size, construction, and location to
facilitate the proper conduct of non-
clinical laboratory studies. It shall be
designed so that there is a degree of
separation that will pr'event any func-
tion or activity from having an adverse
effect on the study.

§ 58.43 Animal care facilities.
(a) A testing facility shall have a suf-

ficient number of animal rooms or
areas, as needed, to assure proper: (1)

Separation of species or test systems,
(2) isolation of 'individual projects, (3)
quarantine of animals, and (4) routine
or specialized housing of animals,

(b) A testing facility shall have a
number of animal rooms or areas sepa-
rate from those: described in para-
graph(a) of this section to ensure iso-
lation of studies being done with test
systems or test and control articles
known to be biohazardous, including
volatile substances, aerosols, radioac-
tive materials, and infectious agents.

(c) Separate areas shall be provided
for'the diagnosis, treatment, and con-
trol- of 'laboratory animal diseases.
These areas shall provide effective iso-
lation for the housing of animals
either known or suspected of being
dis6ased, or of being carriers of dis-,
ease, from other animals. -

(d) When animals are housed, facili-
ties shall exist for the collection and
disposal of all animal waste and refuse
or for safe sanitary storage of waste
before removal from the testing facili-
ty. Disposal facilities shall be so pro-
vided and operated as to minimize
vermin infestation, odors, disease haz-
ards, and environmental contamina-
tion.

(e) Animal facilities shall be de-
signed, constructed, and located so as
to minimize disturbances that inter-
fere with the study.

§ 58.45 Animal supply facilities.
There shall be storage areas, as

needed, for feed, bedding, supplies,
and equipment. Storage areas for feed
and bedding shall be separated from
areas housing the test systems and
shall be protected against infestation
or contamination. Refrigeration shall
be provided for perishable supplies or
feed,

§ 58.47 Facilities for handling test and
control articles.

(a) As necessary to prevent contami-
nation-or mixups, there shall be sepa-
rate areas for:

(1) Receipt and storage of the test
and control articles.

(2) Mixing of the test and control ar-
ticles with a carrier, e.g., feed.

(3) Storage of the test and control
article mixtures..

(b) Storage areas for the test and/or
control article and test and control
mixtures shall'be separate from areas
housing the test systems and shall be
adequate to preserve the Identity,
strength, purity, and stability of the
articles and mixtures.

§ 58.49 Laboratory operation areas.
(a) Separate laboratory space shall

be provided, as needed, for the per-
formance of the routine procedures re-
quired by nonclinical laboratory stud-
ies, including specialized areas for per-
forming activities such as aseptic sur-

gery, intensive care, necropsy, histolo-
gy, radiography, and handling of blo-
hazardous materials.

(b) Separate space shall be provided
for cleaning, sterilizing, and maintain-
ing equipment 'and supplies Used
during the course of the study.

§58.51 Specimen and data storage facIli.
ties.

Space shall be provided for archives,
limited to access by authorized person-
nel only, for the storage and retrieval
of all raw data and specimens from
completed studies.

§ 58.53 Administrative and . personnel
facilities.

(a) There shall be space provided for
the, administration, supervision, and
direction of the testing facility.

(b) Separate space shall be provided
for locker, shower, toilet, and washing
facilities, as needed.

Subpart D--Equipment

§ 58.61 Equipment design.
Automatic, mechanical, or electronic

equipment used in the generation,
measurement, or assessment of data
and equipment used for facility envi-
ronmental control shall be of appro-
priate design and adequate capacity to
function according to the protocol and
shall be suitably located for operation,
inspection, cleaning, and maintenance.

§58.63 Maintenance and calibration of
equipment.

(a) Eculpment shall be) adequately
inspected, cleaned, and maintained.
Equipment used for the generation,
measurement, or assessment of data
shall be adequately tested, calibrated
and/or standardized.

(b) The written standard operating
procedures required under
§ 58.81(b)(11) shall set forth in suffi-
cient detail the methods, materials,'
and schedules to be used in the rou.
.tine inspection, cleaning, maintenance,
testing, calibration and/or standardi-
zation of equipment, and shall specify
remedial action to be taken In the
event of failure or malfunction of
equipment. The written standard oper-
ating procedures shall designate the

_person responsible for the perform-
ance of each operation, and copies of
the standard operating procedures
shall be made available to laboratory
personnel.

(c) Written records shall be main-
tained of all inspection, maintenance,
testing, calibrating and/or standardiz-
ing operations. These records, contain-
ing the date of the operation, shall de-
scribe whether the maintenance oper-
ations were routine and followed the
written standard operating proce-
dures. Written records shall be kept of
nonroutine repairs performed on

FEDERAL REGISTER, VOL 43,, NO. 247--FRIDAY, DECEMBER 22, 1978

60016



equipment as a result of failure and
malfunction. Such records shall docu-
ment the nature of the defect, how
and when the defect was discovered,
and any remedial action taken in re-
sponse to the defect.

Subpart E-Testing Facilities
Operation

§ 58.81 Standard operating procedure.
(a) A testing facility shall have

standard operating procedures in writ-
ing setting forth nonclinical labora-
tory study methods that management
is satisfied are adequate to insure the
quality and integrity of the data gen-
erated in the course of a study. All de-
viations in a study from standard oper-
ating procedures shall be authorized
by the study director and shall be do-
cumented in the raw data. Significant
changes in established standard oper-
ating procedures shall be properly au-
thorized in writing by management.

(b) Standard operating procedures
shall be established for, but not limit-
ed to, the following-

(1) Animial room preparation.
(2) Animal care.
(3) Receipt, identification, storage,

handling, mixing, and method of sam-
pling of the test and control articles.

(4) Test system observations.
(5) Laboratory tests. ,
(6) Handling of animals found mori-

bund or dead during study.
(7) Necropsy- of animals -or postmor-

tem examination of animals.
(8) Collection and identification of

specimens.
(9) Histopathology.
(10) Data handling, storage, and re-

trieval.
(11) Maintenance and calibration of

equipment.
(12) Transfer, proper placement, and

identification of animals.
(c) Each laboratory area shall have

immediately available laboratory man-
uals and standard operating proce-
dures relative to the laboratory proce-
dures being performed, e.g., toxicol-
ogy, histology, clinical chemistry, he-
matology, teratology, necropsy. Pub-
lished literature may be used as a sup-
plement to standard operating proce-
dures.

(d) A historical file of standard oper-
ating procedures, and all revisions
thereof, including the dates of such re-
visions, shall be maintained.

§ 58.83 Reagents and solutions.
All reagents and solutions in the lab-

oratory areas shall be labeled to indi-
cate identity, titer or concentration,
storage requirements, and expiration
date. Deteriorated or outdated rea-
gents and solutions shall not be used.
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§ 58.90 Animal care.
(a) There shall be standard operat-

ing procedures for the housing, feed-
ing, handling, and care of animals.

(b) All newly received animals from
outside sources shall be placed in quar-
antine until their health status has
been evaluated. This evaluation shall
be in accordance with acceptable vet-
erinary medical practice.

(c) At the Initiation of a nonclinical
laboratory study, animals shall be free
of any disease or condition that might
interfere with the purpose or conduct
of the study. If, during the course of
the study, the animals contract such a
disease or condition, the diseased ani-
mals shall be isolated. If necessary,
these animals may be treated for dis-
ease or signs of disease provided that
such treatment does not Interfere with
the study. The diagnosis, authoriza-
tions of treatment, description of
treatment and each date of treatment
shall be documented and shall be re-
tained.

(d) Warm-blooded animals, exclud-
ing suckling rodents, used in labora-
tory procedures that require manipu-
lations and. observations over an ex-
tended period of time or in studies
that require the animals to be re-
moved from and returned to their
home cages for any reason (e.g., cage
cleaning, treatment, etc.), shall receive
appropriate Identification (e.g., tattoo,
toe clip, color code, ear tag, ear punch,
etc.). All information needed to spe-
cifically identify each animal within
an animal-housing unit shall appear
on the outside of that unit.

(e) Animals of different species shall
be housed n separate rooms when
necessary. Animals of the same spe-
cies, but used in different studies,
should not ordinarily be housed In the
same room when inadvertent exposure
to control or test articles or animal
mixup could affect the outcome of
either study. If such mixed housing is
necessary, adequate differentiation by
space and identification shall be made.

(f) Animal cages, racks and accessory
equipment shall be cleaned and sani-
tized at appropriate intervals.

(g) Feed and water used for the ani-
mals shall be analyzed periodically to
ensure that contaminants known to be
capable of interfering with the study
and reasonably expected to be present
in such feed or water are not present
at levels above those specified In the
protocol. Documentation of such anal-
yses shall be maintained as raw data.

(h) Bedding used in animal cages or
pens shall not interfere with the pur-
pose or conduct of the study and shall
be changed as often as necessary to
keep the animals dry and clean.

(1) If any pest control materials are
used, the use shall be documented.
Cleaning 'and pest control materials
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that Interfere with the study shall not
be used.

Subpart F-Test and Control Articles

§58.105 Test and control article charac-
terization.

(a) The Identity, strength, purity,
and composition or other characteris-
tics which will appropriately define
the test or control article shall be de-
termined for each batch and shall be
documented before the initiation of
the study. Methods of synthesis, fabri-
cation, or derivation of the test and
control articles shall be documented
by the sponsor or the testing facility.
In those cases where marketed prod-
ucts are used as control articles, such
products will be characterized by their
labeling.

(b) The stability of each test or con-
trol article shall be determined by the
testing facility or by the sponsor
bdfore initiation or a nonclinical labo-
ratory study. If the stability of the
test and control articles cannot be de-
termined before Initiation of a study,
standard operating procedures shall be
established and followed to provide for
periodic re-analysis of each batch.

(c) Each storage container for a test
or control article shall be labeled by
name, chemical abstract number or
code number, batch number, expira-
tion date, If any, and, where appropri-
ate, storage conditions necessary to
maintain the Identity, strength,
purity, and composition of the test or
control article. Storage containers
shall be assigned to a particular test
article for the duration of the study.

(d) For studies of more than 4 weeks'
duration, reserve samples from each
batch of test and control articles shall
be retained for the period of time pro-
vided by § 58.195.

§58.107 Test and control article handling.
Procedures shall be established for a

system for the handling of the test
and control articles to ensure that:

(a) There is proper storage.
(b) Distribution is made in a manner

designed to preclude the possibility of
contamination, deterioration, or
damage.

e) Proper identification is main-
tained throughout the distribution,
process.

(d) The receipt and distribution of
each batch is documented. Such docu-
mentation shall include the date and
quantity of each batch distributed or
returned. ,

§ 58.113 Mixtures or articles with carriers.
(a) For each test or control article

that is mixed with a carrier, tests by
appropriate analytical methods shall
be conducted:

(1) To determine the uniformity of
the mixture and to determine, periodi-
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cally, the concentration of the test or
control article In the mixture.

'(2) To determine the stability of the
test and control articles in the mix-
ture, If the stability cannot be deter-
mined before initiation of the study,
standard operating procedures shall be
established and followed to provide for
periodic re-arialysis of the test and
control articles In the mixture.

(b) For studies of more than 4 weeks'
duration a reserve sample of each test
or control carrier article mixture shall
be taken and retained fdr- the period
of time provided by § 58.195.
*(c) Where any of the components of

the test or control article carrier mix-
ture has an expiration date, that date
shall be clearly shown on the contain-
er. If more than one component has
an expiration date,. the earliest date
shall be shown.

Subpart G-Protocol for and Coniduct -
of a Nonclinical Laboratory Study,

§58.120 ProtocoL
(a) Each study shall have an ap-

proved written protocol that clearly
Indicates the objectives and all meth-
ods for the conduct of the study. The
protocol shall contain but shall not
necessarily be limited to the following
ipformaton:

(1) A descriptive title and statement
of the purpose of the study. -

(2) Identification of the test and
control articles by name, chemical ab-
stract number or code number.

(3) The naiie of the sponsor and the.
name and address of the testing facili-
ty at which the study is being conduct-
ed.

(4) The proposed starting and com-
pletion dates.

(5) Justification for selection bf the
test system.

(6) Where applicable, the number,
body veight range, sex, source of
supply, species, strain, substrain, and
age of the test system.

(7) The procedure for identification
of the test system.

(8) A description of the experimen-
tal design, Including the methods for
the control of. bias.

(9) A description and/or' identifica-
tion of the diet used in the study as
well as solvents, emulsifiers and/or
other materials used to solubilize or-
suspend the test r ,control articles
before mixing with the carrier. The
description shall include specifications
for acceptable levels of contaminants
that are reasonably expicted to be
present in the dietary materials and
are known to be capable of interfering
with the purpose or conduct of the
study if present at levels greater than
established by the specifications.

(10) The route of administration and
the reason for its choice.
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(11) Each dosage level, expressed in
milligrams per kilogram of body
weight or other appropriate units, of
the test or control article to be admin-
istered ana the method and frequency
-of administration.

(12) Method by which the degree of
absorption of the test and control arti-
cles by the test system will be deter-
mined if necessary to achieve the ob-
jectives of the study.

(13) The type and frequency of tests,
analyses, and measurements to be
-made.

(14) The records to be maintained.
(15) The date of approval of the pro-

tocol by the sponsor and the signature
,of the study director.

(16) A statement df the proposed
statistical methods to be used.
(b) All changes in or revisions of an

approved protocol and -the reasons
therefor shall be documented, signed
by the study director, dated, and main-
tained with the protocol.

§ 58.130 Conduct of a nonclinical labora-
-tory study.

(ia) The nonclinical laboratory study
shall be conducted- in accordance with
the protocoL

(b) The test systems shall be moni-
tored in conformity with the protocol.

(c) Specimens shall be identified by
test system, study, nature, and date of
collection. This information shall be
located on the specimen container or
shall accompany the specimen in a
manner that precludes error in the re-
cording and storage of data.'

(d) Records of gross findings for a
specimen from postmortem observa-
tions shall be available'to a patholo-
gist when examining that specimen
histopathologically.

(e) All data generated during the
conduct of a nonclinical laboratory
study, except those that are generated
as direct computer input, shall be re-
corded directly, promptly, and legibly
in Ink. All data entries shall be dated
on the day of entry and-signed or ini-
tialed by the person entering the data.
Any cliange in entries shall be made so
as not to obscure the original entry,
.shall indicate the reason for such
change, and, shall be dated and signed
or identified at the time of the change.
In computer driven data collection sys-
tems, the individual responsible for
-direct data input shall be identified at
the time of data input. Any change in
computer entries shall be made so as
not to obscure the original entry, shall
indicate the reason for change, and
shall be dated and the responsible in-
dividual shall be identified.

Subparts H-I-[Reservod]

.Subpart J-Records and Reports

- §58.185 Reporting of nonclinical labora-
tory study results.

(a) A final report shall be prepaied
for each nonclinical laboratory study
and shall include, but not necessarily
be limited to, the following:

(1) Name and address of the facility
performing the study and the dates on
which the study was Initiated and
completed.:

(2) Objectives and procedures stated
in the approved protocol, Including
afiy changes In the original protocol,

(3) Statistical methods employed for
analyzing the data.

(4) The test and control articles
identified by name, chemical abstracts
number or code number, strength,
purity, and composition or other ap-
propriate characteristics.

(5) Stability of the test and control
articles under the conditions of admIn-
istratlon.

(6) A description of the methods
used.

(7) A description of the test system
used. Where applicable, the final
report shall include the number of
animals used, sex, body weight range,
source of supply, species, strain and
substrain, age, and procedure used for
.Identification.

(8) A description of the dosage,
dosage regimen, route of administra.
tion, and duration.

(9) A description of all clrmcum-
stances that may have affected the
quality or integrity of the data.

(10) The name of the study director,
the names of other scientists or pro-
fessionals, and the names of all super-
visory personnel, Involved In the
study.

(11) A description of the transforma-
tions, calculations, or operations per-
formed on the data, a summary and
analysis of the data, and a statement
of the conclusions drawn from the
analysis.

(12) The signed and dated reports of
each of the ndividual scientists or
other professionals* Involved in the
study.

(13) The locations where all speci-
mens, raw -data, and the, final report
are to be stored.

(14) The statement prepared and
signed by the quality assurance unit as
described In §58.35(b)(7).

(b) The final report shall be'signcd
by the study director.

(c) Corrections qr additions to a final
repoxt shall be In the form of an
amendment by the study director, The
amendment shall clearly identify that
part of the final report that Is being

.-added to or corrected and the reasons
for the correction or addition, and
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shall be signed and dated by the
person responsible.

§ 58.190 Storage and retrieval of records
and data.

(a) All raw data, documentation, pro-
tocols, specimens, and final reports
generated as a result of a nonclinical
laboratory study shall be retained.

(b) There shall be archives for order-
ly storage and expedient retrieval of
all raw data, documentation, protocols,
specimens, and interim and final re-
ports. Conditions of storage shall mini-
mize deterioration of the documents
or specimens in accordance with the
requirements for the time period of
their retention and the nature of the
documents or specimens. A testing fa-
cility may contract with commercial
archives to provide a repository for all
material to be retained. Raw data and

-specimens may be retained elsewhere
provided that the archives have specif-
ic reference to those other locations.

(c) An individual shall be identified
as responsible for the archives. .

(d) Only authorized personnel shall
enter the archives.

(e) Material retained or referred to
in the archives shall be indexed by
test article, date of study, test system,
and nature of study.

§ 58.195 Retention of records.
(a) Record retention requirements

set forth in this section do not super-
sede the record retention require-
ments of any other regulations in this
chapter.

(b) Except as provided in paragraph
(c) of this section, documentation rec-
ords, raw data and specimens pertain-
ing to a nonclinical laboratory study
and required to be made by this part
shall be retained in the archive(s) for
whichever of the following periods is
shortest:

(1) A period of at least 2 years fol-
lowing the date on which an applica-
tion for a research or marketing
permit, in support of which the results
of the nonclinical laboratory study
were submitted, is approved by the
Food and Drug Administration. This
requirement does not apply to studies
supporting notices of claimed investi-
gational exemption for new drugs
(IND's) or applications for investiga-
tional device exemptions (IDE's), rec-
ords of which shall be governed by the
provisions of paragraph (b)(2) of this
section.

(2) A period of at least 5 years fol-
lowing the date on which the results
of the nonclinical laboratory study are
submitted to the Food and Drug Ad-
ministration in support of an applica-
tion for a research or marketing
permit.

(3) In other situations (e.g., where
the nonclinical laboratory study does
not result in the submission of the
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study in support of an application for
a research or marketing permit), a
period of at least 2 years following the
date on which the study Is completed,
terminated, or discontinued.

(c) Wet specimens, samples of test or
control articles, samples of test or con-
trol article carrier mixtures and spe-
cially prepared material (e.g., histo-
chemical, electron microscopic, blood
mounts, teratological preparation, and
uteri from dominant lethal mutagene-
sis tests), which are relatively fragile
and differ markedly In stability and
quality during storage, shall be re-
tained only as long as the quality of
the preparation affords evaluation. In
no case shall retention be required for
longer periods than those set forth in
paragraphs (a) and (b) of this section.

(d) The master schedule sheet,
copies of protocols, and records of
quality assurance inspections, as re-
quired by §58.35(c) shall be main-
tained by the quality assurance unit as
an easily accessible system of records
for the period of time specified in
paragraphs (a) and (b) of this section.

(e) Summaries of training and expe-
rience and Job descriptions required to
be maintained by § 58.29(b) may be re-
tained along with all other testing fa-
cility employment records for the
length of time specified in paragraphs
(a) and (b) of this section.

(f) Records and reports of the main-
tenance and calibration and inspection
of equipment, as required by § 58.63(b)
and (c), shall be retained for the
length of time specified In paragraph
(b) of this section.

(g) If a facility conducting nonclini-
cal testing goes out of business, all raw
data, documentation, and other mate-
rial specified in this section shall be
transferred to the archives of the
sponsor of the study. The Food and
Drug Administration shall be notified
in writing of such a transfer.

Subpart K-Disqualification of
Testing Facilities

§ 58.200 Purpose.
(a) The purposes of disqualification

are: (1) To permit the exclusion from
consideration of completed studies
that were conducted by a testing facili-
ty which has failed to comply with the
requirements of the good laboratory
practice regulations until It can be
adequately demonstrated that such
noncompliance did not occur during,
or did not affect the validity or accept-
ability of data generated by; a particu-
lar study; and (2) to exclude from con-
sideration all studies completed after
the date of disqualification until the
facility can satisfy the Commissioner
that It will conduct studies in compli-
ance with such regulations.

(b) The determination that a non-
clinical laboratory study may not be
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considered in support of an applica-
tion for a research 'or marketing
permit does not, howeveZ relieve the
applicant for such a permit of any ob-
ligation under any other applicable
regulation to submit the results of the
study to the Food and Drug Adminis-
tration.

§58.202 Grounds, for disqualification-
The Commissioner may disqualify a

testing facility upon finding all of the
following.

(a) The testing facility failed to
comply with one or more of the regu-
lations set forth in this part (or any
other regulations regarding such facil-
ities In this chapter);

(b) The noncompliance adversely af-
fected the validity of the nonclinical
laboratory studies; and

(c) Other lesser regulatory actions
(e.g., warnings or rejection of individu-
al studies) have not been or will prob-
ably not be adequate to achieve com-
pliance with the good laboratory prac-
tice regulations.

§ 58.204 Notice of and opportunity for
hearing on proposed disqualification.

(a) Whenever the Commissioner has
Information indicating that grounds
exist under § 58.202 which in his opin-
ion justify disqualification of a testing
facility, he may Issue to the testing fa-
clity a written notice proposing that
the facility be disqualified.

(b) A hearing on the disqualification
shall be conducted In accordance with
the requirements for a regulatory
hearing set forth in Part 16 of this
chapter.

§ 58.206 Fimal order on disqualication.
(a) If the Commissioner, after the

regulatory hearing, or after the time
for requesting a hearing expires with-
out a request being made, upon an
evaulation of the administrative
record of the disqualification proceed-
ing, makes the findings required in
§58.202, he shall issue a final order
disqualifying the facility. Such order
shall include a statement of the basis
for that determination. Upon issuing a
final order, the Commissioner shall
notify (with a copy of the order) the
testing facility of the action.

(b) If the Commissioner, after a reg-
ulatory hearing or after the time for
requesting a hearing expires without a
request being made, upon an evalua-
tion of the administrative record of
the disqualification proceeding, does
not make the findings required in
§58.202, he shall issue a final order
terminating the disqualification pro-
ceeding. Such order shall include a
statement of the basis for that deter-
mination. Upon issuing a final order
the Commissioner shall notify the
testing facility and provide a copy of
the order.
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§ 58.210 Actions upon disqualification.
(a) Once a testing.facility has been

disqualified, each application for a re-
search or marketing permit, wh6ther
approved or not, containing or relying
upon any nonclinical laboratory study
conducted by the disqualified testing
facility may bd examined to determine
whether such study was or'would be
essential to a, decision. If it is deter-
mined that a study was or would be es-
sential, the Food and Drug Adminis-
tration shall also- determine whether
the study is acceptable, notwithstand-
ing the disqualification of the facility.
Any study done by a testing facility
before or after disqualification may be
presumed to bd unacceptable, and the
person relying on the study may be re-
quired to establish that the study was
not affected by the circumstances that
led to the disqualification, e.g., by sub-
mitting validating information. If the
study is then determined to be unac-
ceptable, such data such be eliminated
from consideration in support of the
application; and such elimination may
serve as new information justifying
the termination or withdrawal of ap-
proval of the application.

(b) No nonclinical laboratory study
begun by a Testing facility after the
date of the facility's disqualification
shall be considered in support of any
application for a research or market-.
ing permit, unless the facility has been
reinstated under § 58.219. The determi-
nation that a study may not be consid-
ered in support of an application for a
research or marketing permit does
not, however, relieve the applicant for
such a permit of any obligation under
any other, applicable regulation to
submit the results of the study to the
Food and Drug Administration.

§ 58.213 Public disclosure of information
regarding disqualification.

(a) Upon issuance of a final order
disqualifying :a testing facility -under
§ 58.206(a),, the Commissioner may
notify all or any interested persons.
Such notice may be given at the dis-
cretion of the Commissioner whenever
he believes that such disclosure would
further the public interest or would
promote compliance with the good lab-
oratory practice regulations set forth
in this part, Such notice, if given, shall
include a copy of the final order issued
under §58.206(a) and shall state that
the disqualification constitutes a de-
termination by the Food and Drug Ad-
ministration that nonclinical labora-
tory studies performed by the .facility
will not be considered by the Food and
Drug Administration in support of any
application for a research or market-
ing permit. Ifsuchxnotice is sent to an-

' other Federal Government agency,
the Food and Drug Administration
will recommend that the agency also
consider whether or not it should

accept nonclinical laboratory 'studies
performed by the testing facility. If
such notice is sent to any other
person, it-shall state that it is given
because of the relationship between
the testing facility and the person
being notified and that the Food and
Drug Administration is not advising or
recommending that any action be
taken by the person notified.

(b) A determination that a testing
facility has been disqualified and the
administrative record xbgarding such
determination, are disclosable to 'the
public under Part 20 of this chapter.

§58.215 Alternative or additional actions
to disqualification.

(a) Disqualification of a testing fa-
cility under this subpart is independ-
ent of, and neither in lieu of nor a pre-
condition to, other. proceedings or ac-
'tions authorized by the act. The Food
and Drug Administration may, at any
time, institute against a testing facility
and/or against the sponsor of a non-
clinical laboratory study that has been
submitted to the Food and Drug Ad-
miiistr'ation any appropriate judicial
proceedings (civil or criminal) and any
other appropriate regulatory action, in
addition to or in lieu of, and prior to,
simultaneously with, or subsequent to,
disqualification. The Food and Drug
Administration, may also refer the
matter to another Federal, State, or
local government law enforcement or
regulatory agency for such action as
that agency deems appropriate.
I (b) The Food and Drug Administra-
tion may refuse to' consider any partic-
ular nonclinical laboratory study in
support of an application for a re-
search or marketing permit, if it finds
that the study was not conducted in
accordance with the good laboratory
practice regulations set forth in this
part, without, disqualifying the testing
facility that conducted the study or
undertaking other regulatory action.

§ 58.217 Suspension or termination of a
testing facility by a sponsor.

Termination of a testing facility by a
sponsor is independent of, and neither
in lieu of nor a precondition to, pro-
.ceedings or actions authorized by this
subpart. If a sponsor terminates or
suspends a testing facility from fur-
ther participation in a nonclinical lab-
oratory study that is being conducted
,as part of any application for a re-
search or marketing permit that has
been submitted to any Bureau of the
Food and Drug Administration
(whether approved or not), it shall
notify that Bureau in writing within
15 working days of the action; the
notice shall include a statenment of the
reasons for such action. Suspension or
.termination of a testing facility by a
-sponsor does not relieve, it of any obli-
gation under any other applicable reg-

ulation to submit the results of the
study to the Food and Drug Adminis-
tration.

§ 58.219 Reinstatement of a disqualified
testing facility.

A- testing facility that has been dis-
qualified may be reinstated as an ac-
ceptable source of nonclinical labora-
tory studies to be submitted to the
Food and Drug Administration if the
Commissioner determines, upon an
evaluation of the submission of the
testing facility, that the facility can
adequately assure that it will conduct
future nonclinical laboratory studies
in compliance with the good labora-
tory practice regulations set forth in
this part and, If any studies are cur-
rently being conducted, that the qual-
ity and integrity of such studies have
not been seriously compromised. A dis-
qualified testing facility that wishes to
be so reinstated shall present in writ-
ing to the Commissioner reasons why
it believes It should be reinstated and
a detailed description of the corrective
actions it has taken or intends to take
to assure that the acts or omissions
which led to Its disqualification will
hot recur. The Commissioner inay con-
dition reinstatement upon the testing
facility being found in compliance
with the good laboratory practice reg-
ulations upon an inspection. If a test-
ing facility Is reinstated, the Commis-
sioner shall so notify the testing facili-
ty and all organizations and persons
who were notified, under § 58.213 of
the disqualification 'of the testing fa-
cility. A determination that a testing
facility has been reinstated Is disclosa-
ble to the public under Part 20 of this
chapter.

PART 71-COLOR ADDITIVE
PETITIONS

3. Part 71 is amended:
a. § 71.1 by adding new paragraph

(g), to read as follows:

§ 71.1 Petitions.

(g) If nonclinical laboratory studies
are involved, petitions filed with the
Commissioner under section 700(b) of
the %ct shall Include 'with respect to
each nonclinical study contained in
the petition, either a statement that
the study was conducted in compliance
with the good laboratory practice reg-
ulations set forth in Part 58 of this
chapter, or, if the study was not con-
ducted in compliance with such regu-
lations, a statement that describes In
detail all differencps between the prac-
tices used in the study and those re-
quired in the regulations.
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b. In § 71.6(b) by addin
tence at the end- of the
read as follows:

§ 71.6 Extension of time for
tions; substantive amen
drawal of petitions witho

$ • *

(b) **. If nonclinic8
studies are involved, add
mation and data submitt
of filed petitions shall inc
spect to each nonclinice
study contained in the pe
a statement that the sti
ducted in compliance wit]
ments set forth in Par
chapter, or, if the study
ducted in compliance wit
lations, a statement that
detail all differences betw
tices used in the study
quired in the regulations.

Subchapter B-Food for Huma

PART 170-FOOD Al

4. Part 170 is amended:
a. In § 170.17 by addh

graph (c), to read as follo'

§ 170.17 Exemption for inve
and procedure for obtai
tion to market edible pro
perimehal animals.

(c) If intended for non
ratory studies in food-pr
neals, the study is conduc
ance with the regulation
Part58 of this chapter.

b. In § 170.35 by addli
graph (c)(1)(vi) to read as

§ 170.35 Affirmation of g
nized as safe (GRAS) sta

(c)* * *
(1) * *

•

(vi) If nonclinical labor
are involved, additional
and data submitted in, su
petitions shall include, w
each nonclinical study, e
ment that the study was
compliance with the req
forth in Part 58 of this
the study was not condi
pliance with such regular
ment that describes in de
ences between the prac

g a new sen-
paragraph to

r studying peti-
ndments; with-
iut prejudice.

al laboratory
itional infor-
ed in support
lde, with re-
al laboratory
etition, either
idy was con-

the study and those required in the
regulations.

• S * * •

PART 171-FOOD ADDITIVE
PETITIONS

5. Part 171 is amended:
a. In § 171.1 by adding new para-

graph (k) to read as follows

§ 171.1 Petitions.

• S S • *

h the require- (k) If nonclinical laboratory studies
t 58 of this are involved, petitions filed with the
was not con- Commissioner under section 400(b) of
th such regu- the act shall include, with respect to

describes in each nonclinical study contained in
'een the prac-
md those re- the petition, either a statement that

the study has been, or will be, con-
ducted in compliance with the good

* • laboratory practice regulations as set
forth in Part 58 of this chapter, or, if
any such study was not conducted in

in Consumption compliance with such regulations, a
statement that describes in detail all

D)DITIVES differences between the practices used
in conducting the study and the good

ng new para- laboratory practice regulations.
ws: b. By revising § 171.6 to read as fol-

stigational use lows:
ning authoriza- § 171.6 Amendment of petition.
ducts from x After a petition has been filed, the

petitioner may submit additional in-
. • formation or data in support thereof.

clinical labo- In such cases, if the Commissioner de-

roducing a termines that the additlofhal Informa-
ed in compli- tion or data amount to a substantive
set forth in amendment, the petition as amended

will be given a new filing date, and the
time limitation will begin to run anew.

• • Where the substantive amendment
proposes a substantial change to any

follows: petition that may affect the quality of
the human environment, the petition-

enerally recog- er is required to submit an environ-
itus. mental analysis report pursuant to

§ 25.1 of this chapter. If nonclinclal
* laboratory studies are involved, addi-

tional information and data submitted
in support of filed petitions shall in-

atory studies clude, with respect to each nonclinical
information study, either a statement that the

pport of filed study was conducted in compliance
ith respect to with the requirements set forth In
ither a state- Part 58 of this chapter, or if the study
conducted in was not conducted in compliance with

uirements set such regulations, a statement that de-
chapter, or, if scribes in detail all differences be-
ucted in cot- tween the practices used in the study
til, a dfe- and those.required in the regulations.
tail all differ-
;tices used in

PART 180-FOOD ADDITIVES PER-
MITTED IN FOOD ON AN INTERIM
BASIS OR IN CONTACT WITH
FOOD PENDING ADDITIONAL
STUDY

6. Part 180 is amended in § 180.1 by
adding new paragraph (c)C4) to read as
follows:

§ 180.1 General.

* • * • S

d) •.
(4) If nonclinical laboratory studies

are involved, studies filed with the
Commissioner shall include, with re-
spect to each study, either a statement
that the study has been or will be con-
ducted in compliance with the good
laboratory practice regulations as set
forth in Part 58 of this chapter, or, if
any such study was not conducted in
compliance with such regulations, a
statement that describes in detail all
differences between the practices used
in conducting the study and the good
laboratory practice regulations.

* S • * S

SUBCHAPTER D-DRUGS FOR HUMAN USE

PART 312-NEW DRUGS FOR
INVESTIGATIONAL USE

7. In § 312.1 by adding new item 16
to Form FD-1571 in paragraph (a)(2)
and by redesignating paragraph
(d)(11) as (d)(12) and adding a new
paragraph (d)(11), to read as follows-

§ 312.1 Conditions for exemption of new
drugs for investigational use.

(a) * *
(2V * *
Form FD-1571*
16. A statement that all nonclinical

laboratory studies have been, or will
be, conducted in compliance with the
good laboratory practice regulations
set forth in Part 58 of this chapter, or,
If such studies have not been conduct-
ed in compliance with such regula-
tions, a statement that describes in
detail all differences between the prac-
tices used in conducting the study and
those required in the regulations.

(d)***
(11) All nonclinical laboratory stud-

les were not conducted in compliance
with the good laboratory practice reg-
ulations set forth in Part 58 of this
chapter, or, if such studies were not
conducted in compliance with such
regulations, all differences between
the practices used in conducting the
study and the good laboratory practice
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regulations were not described in
detail; or

* * * * *

PART 314-NEW DRUG
APPLICATIONS

8. Part 314 is amended:
a. In § 314.1 by adding new item 16

to Form FD-365H in paragraph (c)(2),
by redesignating paragraph (f)(7) as
(f)(8) and by adding a new paragraph
(f)(7)-to read as follows:

§ 314.1 Applications.

* S *

(2)***

Form FD-356H-Rev. 1974 ***
16. Nonclinical laboratory studies.

With respect to each nonclinical labo-
ratory study contained in the applica-
tion, either a statement that the study
was conducted in compliance'with the
good laboratory, practice regulations
set forth in Part 58 of this chapter, or,
if the study was not conducted in com-
pliance with such regulations, a state-
ment that describes in detail all differ-
ences between the practices used in
the st'ady and those required in the
regulations.

* * * * *

(f) ** *

(7) With respect to each nonclinical
laboratory study contained in the ap-
plication, either a statement that the
study was conducted in compliance
with good laboratorY" practice regula-
tions set forth in Part 58 of this chap-
ter, or, if the study was not conducted
in compliance with such regulations, a
statement that describes in detail all
differences between the practices used
in the study and those required in the
regulations.

• * * * *

b. In § 314.8 by adding new para-
graph (1) to read as follows: -

§ 314.8 Supplemental applications.

(1) A supplemental application that
contains nonclinical laboratory studies
shall include, with respect to each
nonclinical laboratory study, either a

-statement that the study was conduct-
ed in compliance with the require-
ments set forth in Part 58 of this
chapter, or, if the study was not con-
ducted in compliance With such regu-
lations, a statement that describes in
detail all differences between the prac:
tices used in the study and those re-
quired in the regulations.

c. In § 314.9 by adding paragraph (c)
to read as follows:

§ 314.9 -Insufficient information in appli-
cation.

* * * * *

(c) The information contained if an
application shall be considered insuffi-
cient to determine whether a drug is
safe -and effective for use unless the
application includes, with respect to
each nonclinical laboratory study,
either a statement that the study was
conducted in compliance with the re-
quirements set forth in Part 58 of this-
chapter, or, if the study was not con-
ducted in compliance.3vith such regu-
lations, a statement that describes in
detail all differences between the prac-
tices used in the study and those re-
quired in the regulations.

d. In § 314.12 by adding new para-
graph (c) to read as follows:

§ 314.12 Untrue statements in application.

* * , * *

(c) All nonclinical laboratory studies
contained in the application were not
conducted in compliance with the
good laboratory practice regulations as
set forth in Part 58 of-this chapter, or,
if such studies were not conducted in
compliance with suchregulations, dif-
ferences between the practices used in
conducting the study and the good
laboratory ,practice regulations were
not-described in detail.

e. In § 314.i10 by adding new para-
graph (a)(9) to read as follows:

§ 314.110 Reasons for refusing to file ap-
plications.

(a) ** *

(9) The applicant fails to include in
the application, with respect to each
nonclinical laboratory study, either a
statement that the study was conduct-
ed in compliance with the require-
ments set forth in Part '58 of this
chapter, or, if the study was not con-
ducted in compliance with such regu-
lations, a statement that describes in
detail all differences between the prac-
tices used, in the study and those re-
quired in the regulations.

* * * * *

f. In § 314.111 by striking the period
at the end of paragraph (a)(8), adding
in lieu thereof a semicolon and the
word "or" and adding new paragraph
(a)(9) to read as follows:

§ 314.111 Refusal to approve the applica-
tion.

(a) * * *
(9) Any nonclinical laboratorp study

contained in the application was not'
conducted in complianc6 with the
good laboratory practice regulations as

set forth in Part 58 of this chapter, or,
if such study was not conducted in
compliance with such regulations, dif-
ferences between the practices used in
conducting the study and the good
laboratory practice regulations were
not described In detail.

* a * a

g. In § 314.115 by adding new para-
graph (c)(6) to read as follows:

§314.115 'Withdrawal of, approval of an
application.

S * * * *

(C) * *

(6) That any nonclinical laboratory
study contained In the application was
not conducted in compliance with the
good laboratory practice regulations as
set forth in Part 58 of this chapter, or
any differences between the practices
used in conducting the study and
those required in the regulations were
not described in detail.

PART 330-OVER-THE-COUNTER
(OTC) HUMAN DRUGS WHICH ARE
GENERALLY RECOGNIZED AS SAFE
AND NOT MISBRANDED

9. Part 330 Is amended In § 330.10 by
adding new paragraph (c) to read as
follows:

§30.10 Procedures for classifying OTC
drugs as generally recognized as safe
and effective and not misbranded, and
for establishing monographs.

* S *

(c) Information and data submitted
under this section shall Include, with
respect to each nonclinical laboratory
study contained in the application,
either a statement that the study was
conducted in compliance with the'
good laboratory practice regulations
set forth in Part 58 of this chapter, or,
if the study was not conducted in com-
pliance with such regulations, a state-
ment that describes in detail all differ-
ences between the practices used In
the study, and those required in the
regulations.

PART 430-ANTIBIOTIC DRUGS;
GENERAL

10. In § 430.20 by adding new para-
graph (e) to read as follows:

§ 430.20 Procedure for the , issuance,
amendment, or repeal of regulations.

* * * - *

(e) No regulation providing for the
certification of an antibiotic drug for
human use shall be Issued or amended
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PART 514-NEW ANIMAL DRUG
APPLICATIONS

13. Part 514 Is amended:
a. In § 514.1 by adding new para-

graph (b)(12)(iil) to read as follows:

§ 514.1 Applications.

* * * * *

unless each nonclinical laboratory
study on which the issuance or amend-
ment of the regulation is based was
conducted in compliance with the
good laboratory practice regulations as
set forth in Part 58 of this chapter, or,
if any such study has not been con-
ducted in compliance with such regu-
lations, differences between the prac-
tices used in conducting the study and

6uu zU 0u uy pm~bt c restua- (b) * * *shall be described in detail. (12)* * *

(iii) With respect to each nonclinical
PART 431-CERTIFICATION OF laboratory study contained in the ap-

plication, either a statement that the
ANTIBIOTIC DRUGS study was conducted in compliance

In §431.17 by adding new para- with the good laboratory practice reg-
h (j) to read as follows: -ulatlons set forth in Part 58 of this

chapter, or, If the study was not con-
.17 New antibiotic and antibiotic-con- ducted in compliance with such regu-
aining products. lations, a statement that describes in

detail all differences between the prae-
S. tices used in the study and those re-

(j) With respect to each nonclinical
laboratory study contained in the ap-
plication, either a statement that the
study was conducted in compliance
with the good laboratory practice reg-
ulations set forth in. Part 58 of this
chapter, or, if the study was not con-
ducted in compliance with such regu-
lations, a statement that describes in
detail all differences between the prac-
tices used in the study and those re-
quired in the regulations.

Subchapter E-Animal Drugs,. Feeds, and

Related Products

PART 511-NEW ANIMAL DRUGS
FOR INVESTIGATIONAL USE

12. Part 511 is amended in § 511.1 by
revising paragraph (b)(4)(Ii), to read as
follows:

§ 511.1 New animal drugs for investiga-
tional use exempt from section 512(a)
of the act.

quired in the regulations.

* * * * *

b. In § 514.8 by adding new para-
graph (1) to read as follows:

§514.8 Supplemental new animal drug ap-
plications.

* * S * *

(1) A supplemental application that
contains nonclinical laboratory studies
shall include, with respect to each
nonclinical study, either a statement
that the study was conducted in com-
pliance with the requirements set
forth in Part 58 of this chapter, or, if
the study was ngt conducted in com-
pliance with such regulations, a state-
ment that describes in detail all differ-
ences between the practices used in
the study and those required in the
regulations.

c. In § 514.15 by adding new para-
graph (c) to read as follows:

* * * * * § 514.15 Untrue statements in applica-
(b) ***
(4)* * *

(ii) Afl labeling and other pertinent
information to be supplied to the in-
vestigators. When such pertinent in-
formation includes nonclinical labora-
tory studies, the information shall in-
clude, with respect to each nonclinical
study, either, a statement that the
study was conducted in compliance
with the requirements set forth in
Part 58 of this chapter, or, if the study
was not conducted in compliance with
such regulations, a statement that de-
scribes in detail all differences be-
tween the practices used in the study
and those required in the regulations.

* • * * *-

Lions.

(c) Any nonclinical laboratory study
contained In the application was con-
ducted in compliance with the good
laboratory practice regulations as set
forth in Part 58 of this chapter. and
differences between the practices used
in the conduct of the study and those
required in the regulations were not
described in detail.

d. In § 514.110 by adding new para-
graph (b)(8) to read as follows:

§ 514.110 Reasons I
plications.

tions

11.
grap

§ 431

'or refusing to ile ap- ratory studies- in food-producing ani-mals, the study Is conducted in compli-

ance with the regulations set forth in
* , , Part 58 of this chapter.

b. In §570.35 by adding new para-
graph (c)(1)(vi) to read as follows:
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(8) It falls to include, with respect to
- each nonclinical study contained in

the application, either a statement
that the study was conducted in com-
pliance with the good laboratory prac-
tice regulations set forth in Part 58 of
this chapter, or, if the study was not
conducted in compliance with such
regulations, a statement that describes
In detail all differences between the
practices used In the study and those
required In the regulations.

e. In § 514.111 by adding new para-
graph (a)(11) to read as follows:.

§514.111 Refusal to approve an applica-
tion.

(a) * * *
(11) Any nonclinical laboratory

study contained in the application was
not conducted in compliance with the
good laboratory practice regulations as
set forth in Part 58 of this chapter, or
any differences between the practices
used in conducting the study and
those required in the regulations were
not described in detail.

• * * * *

. In § 514.115 by adding new para-
graph (b)(4) to read as follows:.

§ 514.115 Withdrawal of approval of appli-
cations.

()* 4, *

(b)*
(4) That any nonclinical laboratory

study contained in the application was
not conducted in compliance with the
good,laboratory practice regulations as
set forth in Part 58 of this chapter,
and differences between the practices
used in conducting the studyr and the
regulations were not described in
detail.

PART 570-FOOD ADDITIVES
14. Part 570 is amended:
a. In § 570.17 by adding new para-

graph (c) to read as-follows:

§ 570.17 Exemption for investigational use
and procedure for obtaining authoriza-
tion to market edible products from ex-
perimental animals.

foltTrit.dr nr n nlnra ~ .
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§ 570.35 Affirmation of generally recog-
nized as safe (GRAS) status.

* * * * *

(C) * * *

(vi) If nonclinical laboratory studies
are involved, additional information
and data submitted in support of filed
petitions shall include, with respect to
each nonclinical study, either a state-
ment that the study was conducted in
compliance with the requirements set
forth in Part 58 of this chapter, or, if
the study was not conducted in com-
pliance with such regulations, a state-
ment that describes in detail all differ-
ences between the practices used in
the study and those required in the
regulations.

PART 571-FOOD ADDITIVE
PETITIONS

15. Part 571 is amended:
a. In § 571.1 by adding paragraph (k)

to read as follows:

§ 571.1 Petitions.

* * * * S

(k) If nonclinical laboratory studies
are involved, petitions filed with the
Commissioner under section 409(b) of
the act shall include, with respect to
each study, either a statement that
the study was conducted in compliance
with the requirements set forth in
Part 58 of this chapter, or, if the study
was not conducted in compliance with
such regulations, a statement that de-
scribes in detail all differences be-
tween the practices used in the study
and those required in the regulations.

b. In § 571.6. by adding the following
sentence to the end of the section to
read as follows:

§ 571.6 Amendment of petition.
* * .! If nonclinical labotatory studies

are involved, additional information
and data submitted in support of filed
petitions shall include, with respect to
each such study, either a statement
that the study was conducted in com-
pliance with the requirements set
forth in Part 58 of this chapter, or, if
the study was not conducted in com-
pliance with such regulations, a state-
ment that describes in detail all differ-
ences between the practices used in
the study and those required in the
regulations.

SUBCHAPTER F-BIOLOGICS

PART 601-LICENSING
16. Part 601 is amended:

RULES AND REGULATIONS

a. In § 601.2 by 'revising paragraph forth in Parts 58 and 312 of this chap-
(a) to read as follows: ter.

§ 601.2 Applications for establishment and
product licenses; procedures for filing.

(a) GeneraL To obtain a license for
any establishment or -product, the

"manufacturer shall make application
to the Director, Bureau of Biologics,
o'n forms prescribed for such purposes,
and in the case of an application for a
product license, shall submit data de-
rived from-nonclinical laboratory and
clinical studies which demonstrate
that the manufactured product meets
prescribed standards of safety, purity,
and potency; with respect to each non:
clinical laboratory study, either a
statement that the study was conduct-
ed in compliance with the require-
ments set forth in Part 58 of this
chapter, or, if the study was not con-
ducted in compliance with such regu-
latio'ns, a statement that describes in
detail all differences between the prac-
tices used in the study and those re-
quired in the regulations; a full de-
scription of manufacturing methods;
data establishing stability of the prod-
uct through the dating periodr
sample(s) representative of the prod-
uct to be sold, bartered, or exchanged
-or offered, senf, carried or brought for
sal6, barter, or exchange; summaries
of results of tests performed on the
lot(s) represented by the submitted
sample(s); and specimens of the labels,
enclosures and containers' proposed to
be used for the product. An applica-
tion for license shall not be considered
as filed'until all pertinent information
and data shall have been received
from the manufacturer by the Bureau
of Biologics. In lieu of' the procedures
described in this paragraph, applica-
tions for radioactive biological prod-
ucts shall be handled as set forth in
paragraph (b) of this section.

* * * * *

b. By revising § 601.30 to read as fol-
lows:

§ 601.30 Licenses required; products for
controlled investigation 'only.

AnY biological or trivalent organic
arsenical manufactured in any foreign
country and intended for sale, barter
or exchange shall be refused entry by
collectors of customs unless manufac-
tured in an, establishment holding an
unsuspended and unrevoked establish-
ment license and license for the prod-
uct. Unlicensed products that are not
imported for sale, bartbr or exchange
and that are.intended solely for pur-
poses of. controlled investigation are
admissible only if the investigation is
conducted in accordance with section
505 of the Federal Food, Drug, and.
Cosmetic Act and the requirements set

SUBCHAPTER J-RADIOLOGICAL HEALTH

PART 1003-NOTIFICATION OF
DEFECTS OR FAILURE TO COMPLY

17. Part 1003 is amended in § 1003.31
by revising paragraph (b), to read as
follows:

§ 1003.31 Granting the exemption.

(b) Such views and evidence shall be
confined to matters relevant to wheth-
er the defect in the product or its fail-
ure to comply with an applicable Fed-
eral standard is such as to create a sig-
nificant risk of injury, including genet-
ic injury, to any person and shall be
presented in writing unless the Secre-
tary determines that an oral presenta-
tion is desirable. Where such evidence
includes nonclinical laboratory stud-
ies, the data submitted shall include,
with respect to each nonclinical study,
either a statement that' each study
was conducted in compliance with the
requirements set forth In Part 58 of
this chapter, or, if the study was not
conducted in compliance with such
regulations, a statement that describes
in detail all differences between the
practices used in the study and those
required in the regulations.

PART 1010-PERFORMANCE STAND-
ARDS FOR ELECTRONIC PRODUCTS:
GENERAL

18. Part 1010 is amended:
a. In § 1010.4 by adding new para-

graph (b)(1)(ix) to read as follows:

§ 1010.4 Variances.

(b) * S

(b) * * *

(ix) With respect to each nonclinical
study contained in the application,
either a statement that the study was
condu6ted in compliance with the
good laboratory practice regulations
set forth In Part 58 of this chapter, or,
if the study was not conducted in com-
pliance with such regulations, a state-
ment that describes in detail all differ-
ences between the practices used in
the study and those required in the
regulations.

* * * * *

b. In § 1010.5 by revising paragraph
(c)(12) to read as follows:
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§ 1010.5 Exemptions for products intended
for United States Government use.

(c) * *

.(12) Such other Information re-
quired by regulation or by the Direc-
tor, Bureau of Radiological Health, to
evaluate and act on the application.
Where such information includes non-
clinical laboratory studies, the Infor-
mation shall include, with respect to
each nonclinical study, either a state-
ment that each study was conducted
in compliance with the requirements
set forth in Part 58 of this chapter, or.
if the study was not conducted in com-
pliance with such regulations, a state-
ment that describes in detail all differ-
ences between the practices used in
the study and those required in the
regulations.

Effective date..This rule Is effective
June 20, 1979.
(Secs. 406, 408. 409. 502. 503. 505, 506. 507,
510. 512-516, 518-520. 601. 701(a). 706. and
801, 52 Stat.' 1049-1053 as amended. 1055.
1058 as amended, 55 Stat. 851 as amended.
59 Stat. 463 as amended. 68 Stat. 511-517 as
amended, 72 Stat. 1785-1788 as amended. 76
Stat. 794 as amended. 82 Stat. 343-351. 90
Stat. 539574 (21 U.S.C. 346. 346a. 348, 352.
353. 355. 356. 357. 360. 360b-36Of, 360h-3601);
secs. 215, 351, 354-360F. 58 Stat. 690. 702 as
amended. 82 Stat. 1173-1186 as amended: 42
U.S.C. 216. 262. 263b-263n).

Dated: December 4. 1978.
DoNALD KENNEDY,

Commissioner of
Food and Drugs.

[FR Doe. 78-35272 Filed 12-21-78: 8:45 am]
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NOTICES

[4510-27-M]
DEPARTMENT OF LAROR

Employment Standards Administration

MINIMUM WAGES FOR FEDERAL AND
FEDERALLY ASSISTED CONSTRUCFION

General Wage Determination Decisians.

General Wage Determinatidn Deci-
sions of the Secretary of Labor speci-
fy, in accordance with applicable law
and on the basis of information availa-
ble to the Department of Labor from
its study of local wage conditions and
from other sources, the basic hourly
wage rates and fringe benefit pay-
ments which are determined to be pre-
vailing for the described classes of la-
borers and 'mechanics employed in
construction activity of the character
and in the localities specified therein.

The determinations in these deci-
sions of such prevailing rates and
fringe benefits have beea made by au-
thority of the Secretary of Labor bur-
suant to the provisions of the Davis-
Bacon Act of March 3, 1931. as amend-
ed (46 Stat. 1494, as amended. 40
U.S.C. 276a) and of other.Federal stat-
utes referred to in 29 CFR 1.1 (includ-
ing the statutes listed at 36 FR306 fol-
lowing Secretary of Labor's-Order No.
24-70) containing provisions for the
payment of wages which ai-e depend-
ent upon determination by the Secre-
tary of Labor under the Davis-Bacon
Act; and pursuant to the provisions of
Part 1 of Subtitle A of Title 29 of, Code-
of Federal Regulations, Procedure for
Predetermination of Wage Rates (37
FR 21138) and of Secretary of Labor's
Orders 12-71 and 15-71 (36 FR 8755,
8756). The prevailing rates and fringe
benefits determined in these decisions
shall, in accordance with the provi-
sions of the foregoing statutes, consti-
tute the minimum wages payable on
Federal and federally assisted con-
struction projects to- laborers and me-
chanics of the specified classes en-
gaged on contract work of the charac-
ter and in the localities described
therein-

Good cause is hereby found for not
utilizing notice and public procedure
thereon prior to the issuance of these
determinations as prescribed in- 5
U.S.C. 553 and not providing for delay
in effective date as prescribed in that
section, because the necessity to issue
construction industry wave determina-
tion frequently and in large volume
causes procedures to be .impractical
and contrary to the public interest.,

General Wage Determination Deci-
sions are effective' from ,their date of

publication in the FEDERAL REGISTER
without limitation as to time and are
to be used in accordance with the pro-
visions of 29 CFR Parts 1 and 5. Ac-
cordingly, the applicable decision to-
gether with any modifications issued-
subsequent -to its publication date
shall be made a part of every contract
for performance of the described work
within the geographic area indicated
as required by ,an applicable Federal
prevailing wage law and 29 CFR, Part
5. The wage rates contained therein
shall be the minimum paid under such
contract by contractors and subcon-
tractors on the work.

MODIFICATIONS AND SuPERsEDEAS DEcI-
SIONS TO GENERAL WAGE DETERMINA-
TION DECISIONS

Modifications and Supersedeas Deci-
sions to General Wage Determination
decisions are based upon information
obtained concerning changes in pre-
vailing hourly wage rates and fringe
benefit payments since the decisions
were issued.

The determinations of prevailing
rates and fringe benefits made in the
modifications and Supersedeas Deci-
sions have been made by authority of
the Secretary of Labor pursuant to
the provisions of the Davis-Bacon Act
of M~arch 3, 1931, as amended (46 Stat.
1494, as amended, 40 U.S.C. 276a) and
of other Federal statutes referred to. in
29 CFR 1.1 (including the statutes
liste'd at 36 FR 306 following Secretary
of Labor's-Order No. 24-70) containing
provisions -for the payment of wages
which are dependent upon determina-
tion by the Secretary of Labor under
the Davis-Bacon Act; and pursuant to
the provisions of Part 1 of Subtitle A
of Title 29-of Code of Federal Regula-
tions, Procedure for Predetermination
of Wage Rates (37 FR 21138) and of
Secretary of Labor's Orders 13-71 and
15-71 (36 FR 8755, 8756). The prevail-
ing rates and frilge benefits deter-
mined in foregoing General Wage De-
termination Decisions, as hereby modi-
fied, and/or superseded shall, in ac-
cordance with the provisions of the
foregoing statutes,' constitute the
minimum wages payable on.Federal
and federally assisted construction
projects to laborers and mechanics of
the specified classes engaged in con-
tract work of the character and in the
localities described therein.

Modifications and Supersedeas Deci-
sions are effective from their date of
publication in the FEDERAL REGISTER

-without limitation as to time and are
to be used in accordance with the pro-
visions of 29 CFR Parts 1 and 5.

Any person, organization, or govern-
mental agency having an interest in
the wages determined as prevailing is
encouraged to submit wage rate infor-
mation for consideration by the De-
partment. Further information and
self-explanatory forms for the purpose
of submitting this data may be ob-
tained by.writing to the U.S. Depart-
ment of Labor, Employment Stand-
ards Administration, Office of Special
Wage Standards, Division of Wage De-
terminations, Washington, D.C. 20210.
The cause for not utilizing the rule-
making procedures prescribed in 5
U.S.C. 553 has been set forth in the
original general wage determination
decision.

Nmv GENERAL WAGE DETERMINATION

DECISIONS

South Carolina.-SC78-1103.

MODIFICATIONS To GENERAL WAGE

DETERMINATION DECISIONS

The numbers of the dccislons being
modified and their dates of publica-
tion in the FEDERAL REGISTER are listed
with each State.
connecticut:

C18-2160: CT78-2161 ................ Dec. 1, 1978,

FL77-1141 ........................................... Nov. 25, 197 .
nIlnoLw

IL78-2125 ............... ; ............................ Oct. 20. 10710
IL78-2139........................................... Nov. 3, 1978,
11,78-2166 ........................................... De . 8, 1970,

Louisiana:
LA78-4099 ..................................... Oct. 0, 1018.

Pennsylvania:
eA78-30 8 ........................................... Oct. 20. 1978.

Texas:
TX78-4115 ......................................... Dec, 1. 1978,

West Virginia:
W V 8-3 018 . .................................. June , 1978.

CANCELLATION OF GENERAL WAGE

DETERMINATION DECISIONS

General Wage Determination Deci-
sion No. FL77-1143, Escambia, Oka-
loosa, Santa Rosa, and Walton Coun-
ties, Florida is cancelled. Agencies
with building construction (non-resi-
dential) projects pending in this
County should utilize the project de-
termination procedure by submitting
form SF-308; See Regulations Part 1,5.
Contracts for which bids have been
opened shall not be affected by this
notice, and consistent with 29 CFR
L7(b)(2), the incorporations of Deci-
sion No. FL77-1143 in contract specifi-
cations the opening of bids for which
-is within ten (10) days of this notice
need not be affected.

Signed at Washington, D.C., this
15th day of December 1978.

DOROTHY P. COmE,
Assistant Administrator,

Wage and Hour Division,

FEDERAL REGISTER, VOL 43, NO. 247-FRIDAY, DECEMBER 22, 1978
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[6355-01-M]
Title 16-Commercial Practices

CHAPTER I-CONSUMER PRODUCT
SAFETY COMMISSION

PART 1512-REQUIREMENTS FOR
BICYCLES

Revised Safety Standard
AGENCY: Consumer Product Safety
Commission.
ACTION: Revised final regulatioli.

SUMMARY: The Commission has-had
a final. bicycle: safety. itandard. in
effect since May 11, 1976. On June 1,

•1977 a federal court of appeals re-
manded to the Commission portions of
that standard. Since the Commission
has decided not to reissue those por-
tions and not to appeal the court's de-
cision, the standard now in effect is
different from the one previously pub-
lished. For purposes of clarity, the
Commission is publishing in this, docu-
ment the existing bicycle standard, as
revised to comply with. the court
order.

.EFFECTIVE DATE:' The revised
standard has, been in epffect since June
1, 1977.
FOR FURTHER, INFORMATION
CONTACT:

David Theme, Directorate for Com-
pliance and Enforcement, Consumer
Product Safety Commission, Wash-
ington, D.C. 20207; telephone (301)
492-6400.

RULES AND REGULATIONS

4. The requirement included in
§ 1512.6(c) that the inside dimension of
handlebars be no less than or greater
than specified dimensions.
'5. The requirement included in

§1512.7(a) that the tread be an inte-
gral part of the pedal.

On June 29, 1978 the Commission
considered staff briefing materials on
those provisions and decided not to re-
issue any of: them as requirements.

-However, the Commission has been
.discussing whether to issue the re-
manded provisions as guidelines for bi-
cycle manufacturers rather than as
part of the mandatory bicycle stand-
ard. If the Commission ever does
follow this approach, it plans to notify
all affected parties in the FEDERAL
REGISTER.

For the convenience of anyone inter-
ested in the bicycle standard, the
Conimission.is publishing the standard
in its current form, below. To avoidex-
tensive renumbering, the Commission
has inserted .the notation "revoked"
where entire provisions have been de-
leted in response to the Court's action.
In addition, the Commission has de-
leted from the revised standard the
sentence in § 1512.6(c) and portion of a
sentence- in § 1512.7(a) remanded by
the Court, and has made -some minor
editorial changes.

The Commission amends Title 16,
Code of Federal Regulations, Chapter
n, Part 1512, as follows:

PART 1512-REQUIREMENTS FOR
BICYCLES

Subpart A-Regulations

See.SUPPLEMENTARY INFORMATION: 1512.1 Scope.
On July 16, 1974 the Commission 1512.2 Definitions.
issued a safety standard applicable to 1512.3 Requirements in general.
bicycles (16 CFR Part 1512, 39 FR 1512.4 Mechanical requirements.
26100). The Commission amended it 1512.5 Requirements for braking system.
on November 13, 1975 (40 FR 52815). 1512.6 Requirements for steering system.
As amended, the, bicycle standard 1512.7 Requirements for pedals.

1512.8 Requirements for drive chain.became effective on May 11, 1976 1512.9 Requirements for protective guards.
(except for certain provisions, which 1512.10 Requirements'for tires.
became effective on November 13, 1512.11-Requirements for wheels.
1976). - , 1512-12-Requirements for wheel hubs.

On June 1, 1977 the U.S. Court of 1512.13 Requirements for front fork.
Appeals for the District of Columbia 1512.14 Requirements for fork and frame as-
decided two petitions for review of the sembly.
Commission's bicycle standard, Forest- 1512.15 Requirements for seat.1512.16 Requirements for reflectors.
er v. Consumer Product Safety Corn- 1512.17 Other requirements.
mission, 559 F.2d 774 (1977). As part 1512.18 Test and test procedures.
of its decision, the Court remanded to 1512.19 Instructions and labeling.
the Commission the following provi- 1512.20 Separability.
sions in the standard:

1. The requirement of § 1512.4(e) Subpart, 6-Policies and interpretations
and (W), as well as the test procedure of 1512.50 Affirmative labeling statement.
§ 1512.18(b)- and figure 4, relating to AuTHdaRny: Sees. 2(f)(1)(D), (q)(1)(A), (s);
protrusions. 3(e)(1), 74 Stat. 372, 374, 375, as amended,

2. The requirement of §"1512.4(h) on 80 Stat. 1304-05, 83 Stat. 187-89 (15 U.S.C.
screw length. 1261, 1262).

3. The requirement of § 1512.5(b)(7) t..cnvE: DATE: At 40 FR 52835, Novem-
that material used for brake pads on, ber 13, 1975, the effective date of Part 1512
bicycles equipped with hand. brakes -'was established as May 11, 1976, except for
not melt or blister when heated. §§ 1512.5(c)(3), 1512.9(a), and 1512.18(e) and

(f), which became effective November 13,,
1976. On June 1, 1977, a federal court re-
manded to the Commission certain provi.
sions of Part. 1512 (Forester v. Consumer
Product Safety Commission, 559 F.2d 774
(C.A.D.C. 1977)). The Commission has de-
leted these provisions from the standard
(where an entire provision is Involved, the
notation "revoked" is used).

Subpart A-Regulations
§ 1512. Scope.

This part sets forth the require-
ments for a bicycle as defined In
§ 1512.2(a) (except a bicycle that Is a
"track bicycle" or a "one-of-a-kind bi-
cycle" as defined in § 1512.2 (d) and
(e)) which Is not a banned article
under § 1500.18(a)(12) of this chapter,
§ 1512.2 Definitions

For the purposes of this part:
(a) "Bicycle" means a two-wheeled

vehicle having a rear drive wheel that
Is-solely human-powered.

(b) "Sidewalk bicycle" means a bicy-'
cle with a seat height of no more than
635 mm (25.0 in.); the seat height is
measured with the seat adjusted to its
highest position.

(c) "Seat height" means the dimen-
sion from the point on the seat surface
intersected by the seat post center line
(or the center of the seating area if no
seat post exists) and the ground plane,
as measured with the wheels aligned
and in a plane normal to the ground
plane.

(d) "Track bicycle" means a bicycle
designed and intended for sale as a

'competitive machine having tubular
tires, single crank-to-wheel ratio, and
no free-wheeling feature between the
rear wheel and the crank.

(e) "One-of-a-kind bicycle" means a
bicycle that is uniquely constructed to
the order of an individual consumer
other than by assembly of stock or
production parts.

(f) "Normal riding position" means
that the rider is seated on the bicycle
with both feet on the pedals and both
hands on the handlegrips (and in a po-
sition that allows operation of hand-
brake levers if so equipped): the seat
and handlebars may be adjusted to po-
sitions judged by the rider to be com-
fortable.
§,1512.3 Requirements in general.

Any bicycle subject to the regula-
tions in this part shall meet the re-
quirements of this part in the condi-
tion to which it is offered for sale to
consumers; any bicycle offered for sale
to consumers in disassembled or par-
tially assembled condition shall meet
these requirements after assembly ac-
cording to the manufacturer's instruc-

'tions. For the purpose of compliance
with this part, where the metric and
English units are not equal due to the
conversion process the less stringent
requirement will prevail.

FEDERAL REGISTER, VOL 43, NO. 247-FRIDAY, DECEMBER 22, 1978



§ 1512.4 Mechanical requirements.
(a) Assembly. Bicycles shall be manu-

factured such that mechanical skills
required of the consumer for assembly
shall not exceed those possessed by an
adult of normal intelligence and abili-
ty.

(b) Sharp edges. There shall be no
"unfinished sheared metal edges- or

other sharp paits on bicycles that are,
or may be, exposed to hands or legs;
sheared metal edges that are not
rolled shall be finished so as to remove
any feathering of edges, or any burrs
of spurs caused during the shearing
process.

(c) Integrity. There shall be no visi-
ble fracture of the frame or of any
steering, wheel, pedal, qrank, or brake
sstem component resulting from test-
ing in accordance with: The hand-
brake loading and performance test,
§-1512.18(d); the foot brake force and
performance test, § 1512.18(e); and the
road test, § 1512.18(p) (or the sidewalk
bicycle proof test,-§ 1512.18(q)).

(d) Attachment hardware. All screws,
bolts, or nuts used to attach or secure
components shall not fracture, loosen,
*or otherwise fail their intended func-
tion during the tests required in this
part. All threaded hardware shall be
of sufficient quality to allow adjust-
ments and maintenance. Recommend-
ed quality thread form is specified in
Handbook H28, "Screw Thread Stand-
ards for Federal Service," I issued by
the National Bureau of Standards, De-
partment of Commerce; recommended
mechanical properties are specified in
ISO Recommendation R898, "Me-
chanical Properties of Fasteners," and
in ISO Recommendations 68, 262, and
263, "General 'Purpose Screw
Threads."

2

(e) [Revbked].
(f) [Revoked].
(g) Excluded area. There shall be no

protrusions located within the area
bounded by (1) aline 89 mm (3 in) to
the rear of and parallel to the handle-
bar stem; (2) a line tangent to the
front tip of the seat and intersecting
the seat mast at the top rear stay; (3)
the top surface of the top tube; and
(4) a lifie connecting the front of the
seat (when adjusted to its highest po-
sition) tp the junction where the han-
dlebar is attached to the handlebar
stem. The top tube on a female bicycle
model shall be the seat mast and the
down tube or tubes that are nearest
the rider in the normal riding position.
Control cables no greater than 6.4 mm
(4 in) in diameter and cable clamps
made from material not thicker than
4.8 mm (%6 in) may be attached to the
top tube.

'Copies may be obtained from: Superin-
tendent of Documents. U.S. Government
Printing Office, Washington, D.C.20402.2Copies may be obtained from: American
National Standards Institute, 1430 Broad-
way, New York, New York 10018.

RULES AND REGULATIONS

(h) [Revoked].
(i) Control cable ends. Ends" of all

control cables shall be provided with
protective caps or otherwise treated to
prevent unraveling. Protective caps
shall be tested in accordance with the
protective cap and end-mounted de-
vices test, § 1512.18(c). and shall with-
stand a pull of 8.9 N (2.0 Ibf).

(j) Control cable abrasion. Control
cables shall not abrade over fixed
parts and shall enter and exit cable
sheaths in a direction in line with the
sheath entrance and exit so as to pre-
vent abrading.

1512.5 Requirements for braking system.
(a) Braking system. Bicycles shall be

equipped with front- and rear-wheel
brakes or rear-wheel brakes only.

(b) Handbrakes. Handbrakes shall be
tested at least ten times by applying a
force sufficient to cause the handlever
to contact the handlebar, or a maxi-
mum of 445 N (100 lbf), In accordance
with the loading test, § 1512.18(d)(2),
and shall be rocked back and forth
with the weight of a 68.1 kg (150 lb)
rider on the seat with the same hand-
brake force applied in accordance with
the rocking test, § 1512.18(dO2)(il);
there shall be-no visible fractures, fail-
ures, movement of clamps, or misalign-
ment of brake components.

(1) Stopping distance. A bicycle
equipped with only handbrakes shall
be tested for stopping distance by a
rider of at least 68.1 kg (150 lb) weight
in accordance with the performance
test, § 1512.18(d)(2) (v) and (vi), and
shall have a stopping distance of no
greater than 4.57 m (15 ft.) from the
actual test speed as determined by the
equivalent ground speed specified in
§ 1512.18(d)(2)(vi).

(2) Hand lever access. Hand lever
mechanisms shall be located on the
handlebars in a position that is readily
accessible to the rider when in a
normal riding position.

(3) Grip dimension. The grip dimen-
sion (maximum outside dimension be-
tween the brake hand lever and the
handlebars In the plane containing the
centerlines of the handgrip and the
hand brake lever) shall not exceed 89
mm (3 in) at any point between the
pivot point of thb lever and lever mid-
point; the grip dimension for sidewalk
bicycles shall not exceed 76 mm (3 in).
The grip dimension may increase
toward the open end of the lever but
shall not increase by more than 12.7
mm ( . in) except for the last 12.7 mm
( in) of the lever. (See figure 5 of
this Part 1512.)

(4) Attachment. Brake assemblies
shall be securely attached to the
frame by means of fasteners with lock-
ing devices such as a lock washer, lock-
nut, or equivalent and shall not loosen
during the rocking test,
§1512.18(d)(2)(ili). The cable anchor
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bolt shall not cut any of the cable
strands.

(5) Operating force. A force of less
than 44.5 N (10 lbf) shall cause the
brake pads to contact the braking sur-
face of the wheel when applied to the
handlever at a point 25 mm (1.0 in)
from the open end of the handlever.

(6) Pad and pad holders. Caliper
brake pad shall be replaceable and ad-
Justable to engage the braking surface
without contacting the tire or spokes
and the pad holders shall be securely
attached to the caliper assembly. The
brake pad material shall be retained in
its holder without movement when
the bicycle is loaded with a rider of at
least 68.1 kg (150 lb) weight and is
rocked forward and backward as speci-
fied in the rocking c test.
§ 1512.18(d)(2)(ili).

(7) [Revoked]
(8) Hand lever location. The rear

brake shall be actuated by a control
located on the right handlebar and
the front brake shall be actuated by a
control located on the left handlebar.
The left-hand/right-hand locations
may be reversed in accordance with an
individual customer order. If a single
hand lever Is used to actuate both
front and rear brakes, it shall meet all
applicable requirements for hand
levers and shall be located on either
the right or left handlebar in accord-
ance with the customer's preference.

(9) Hand lever extensions. Bicycles
equipped with hand lever extensions
shall -be tested with the extension
levers In place and the hand lever ex-
tensions shall also be considered to be
hand levers.

(0) Footbrakes. All footbrakes shall
be tested in accordance with the force
test, § 1512.18(e)(2), and the measured
bralig force shall not be less than
178 N (40 lbf) for an applied pedal
force of 310 N(70 lbf).

(1) Stopping distance. Bicycles
equipped with footbrakes (except
sidewalk bicycles) shall be tested in ac-
cordance with the performance test,
§ 1512.18(e)(3), by a rider of at least
68.1 kg (150 lb) weight and shall have
a stopping distance of no greater than
4.57 m (15 ft) from an actual test
speed of at least 16 km/h (10 mph). If
the bicycle has a footbrake only and
the equivalent groundspeed of the bi-
cycle Is in excess of 24 km/h (15 mph)
(in its highest gear ratio at a pedal
crank rate of 60 revolutions per
minute).3 the stopping distance shall
be 4.57 m (15 ft) from an actual test
speed of 24 km/h (15 mph) or greater.

(2) Operating force. Footbrakes shall
be actuated by a force applied to the
pedal in a direction opposite to that of

. 3This Is proportional to a gear develop-
ment greater than 6.67 m (21.9 It) in the bi-
cycle's highest gear ratio. Gear development
Is the distance the bicycle travels in meters.
in one crank revolution.
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the drive force, except where brakes
are separate from the drive pedals and
the applied force rs in the same direc-
tion as the drive force.

(3) Crank differential: The -differen-
tial between the drive and brake posi--
tions of the crank shall be not more
than 60* with the crank held against
each position under a torque of no less
than 13.6 N-m (10.ft-lb).

(4) Independent, operation. The
brake mechanism shall function inde-
pendently of any drive-gear positions
or adjustments.

(d) Footbrakes and handbrakes in-
combination. Bicycles equipped with.
footbrakes and handbrakes shall meet
all the requirements- for footbrakes In-
§ 1512.5(c), including the tests speci-
fied. In addition, if the equivalent
ground speed of the bicycle,s 24. km/h

.(15 mph) or greater (in its highest
gear ratio at a pedal crank rate of: 60
revolutions per minute),3 the- actual
test speed specified in § 1512.18(e)(3)
shall be increased to 24 km/h (15
mph) and both braking systems may
be actuated to achieve the required
stopping distance of 4.57 m (15 ft).

Ce) Sidewalk bicycles. (1) Sidewalk
bicycles shall not have handbrakes
only.

(2) Sidewalk bicycles with a seat
height of 560 mm (22 in.) or greater
(with seat height adjusted to its lowest
position) shall be e6iuipped with a
'footbrake meeting all the footbrake
requirements of § 1512.5(c), including
the specified tests except that the
braking force transmitted to the rear
wheel shall be in accordance with the
sidewalk bicycle footbrake force tests,
§ 1512.18(f).

(3) Sidewalk bicycles with, a seat
height less than 560. mm (22 in.) (with
seat height adjusted to Its lowest posi-
tion) and not equipped with a brake
shall not have a- freewheel feature.
Such sidewalk bicycles equipped with
a footbrake shall be tested for brake
force in accordance with the sidewalk
bicycle footbrake, force test,
§ 1512.18(f). Such sidewalk bicycles not
equipped with brakes shall be, identi-
fied with a permanent label clearly
visible from a distance of 3.1 m (10 ft.)
in daylight conditions, and promotion-
al display material and shipping car-
tons shall prominently display the
words "No Brakes."

1512.6 Requirements for steering system.
(a) Handlebar, stem insertion mark

The handlebar stem shall contain a
permanent ring or mark which clearly
indicates the minimum insertion
depth of the handlebar stem into the
fork assembly. The insertion mark
shall not affect the structural integri-
ty of the stem and shall not be less
than 21/2 times the stem diameter from
the lowest point of the stem. The stem
strength shall be maintained for at
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least a length of one shaft diameter
below the mark.

(b) Handlebar stem strength. The
handlebar stem shall be tested for
strength in accordance with the han-
dlebar stem test, §-1512.18(g), and shall
withstand a force of 2000 N (450 lbf)
for bicycles and 1000 N (225 lbf) for
sidewalk bicycles.

(c) Handlebar., Hdndlebars shall
allow comfortable and safe control of
the bicycle. Handlebar ends shall be
symmetrically.located with respect to
the longitudinal axis -of the bicycle
and no more than 406 mn (16 in.)
above the seat surface when the seat is
in its lowest position and the handle-
bar ends are in their highest position.

(d) Handlebar ends. The ends of the
- handlebars shall be capped or other-
wise covered.. Handgrips, end plugs,
control shifters, or other end-mounted
devices shall be secure against a re-
moval force of no less than 66.8 N (15
lbf) in accordance with the protective
cap and end-mounted devices test,
§ 1512.18(c).

(e) Handlebar and clamps. The han-
dlebar and clamps shall be tested in
accordance with the handlebar test,
§ 1512.18(h). Directions for assembly
Of the bicycle required in the instruc-
tion manual by § 1512.19(a)(2) shall in-
clude an explicit, warning about the
danger of damaging the stem-to-fork
assembly and the risk of injury to the
rider that can result from overtighten-
ing the stem bolt or other clamping
device. The- directions for assembly
'shall also contain a simple, clear, and
precise statement of the procedure to
be followed to avoid damaging the
stem-to-fork assembly when tighten-
ing the stem bolt or other clamping
device.

§ 1512.7 Requirements for pedals.
(a) Construction., Pedals shall have

right-hand/left-hand symmetry. The
tread surface shall be present on both
top5 and, bottom surfaces of the pedal
except that if the pedal has a definite
preferred position, the tread surface
need bnly be on the surface presented
to the rider's foot.

(b) Toe clips. Pedals intended to be
used only with toe clips shall have toe
clips securely attached to them and
need not-have tread surfaces. Pedals
designed for optional use of toe clips
shall have tread surfaces.

(e) Pedal reflectors.-Pedals for bicy-
cles other than sidewalk bicycles shall
have reflectors in accordance with
§ 1512.16(e). Pedals for sidewalk bicy-
cles are not required to have reflec-
tors.

§ 1512.8 Requirements for drive chain.
The drive chain shall operate over

,the sprockets without catching or
binding. The tensile stength of the
drive chain shall be no less than 8010

N (1,800 lbf) or 6230 N (1,400 lbf) for
sidewalk bicycles.

§ 1512.9 Requirements for protective
guards.

(a) Chain guard. Bicycles having a
single front sprocket and a single rear,
sprocket shall have a chain guard that
shall cover the top strand of the chain
and at least 90' of the perimeter where
the drive chain contacts the drive
sprocket as shown in figure 7. The
chain guard shall extend rearward to a
point at least 8 cm (3.2 In.) forward of
the centerline of the rear axle. The
minimum width of the top area of the
chain guard shall be twice the width
of the chain in that portion forward of
the rear wheel rim. The rear part of
the top area may be tapered. The
minimum width at the rear of the
guard shall be one-half the chain
width. Such chain guard shall prevent
a rod of 9.4 mm (% in.) diameter and
76 mm (3.0 in.) length from entrap-
ment between the upper junction of
the chain and the sprocket when in-
troduced from the chain side of the bi-
cycle in any direction within 45" from
a line normal to the sprocket.

(b) Derailleur guard. DeraIlleurs
shall be guarded to prevent the drive
chain from interfering with or stop-
ping the rotation of the wheel
through improper adjustments or
damage.

§1512.101 Requirements for tires.
The manufacturer's recommended

inflation pressure shall be molded Into
or onto the sidewall of the tire In let-
tering no less than 3.2 mn (Va in,) In
height. The statement of recommend-
ed Inflation pressure shall be in the
English language utilizing Arabic nu-
merals. (The following language is sug-
gested to indicate recommended infla-
tion pressure: "Inflate to -- PSI.")
After inflation to 110 percent of the
recommended inflation pressure, the
tire shall remain intact on the rim, In-
cluding while being tested under a
load of 2,000 N (450 lbf) In accordance
with the rim test, § 1512.18(j). Tubular
sew-up tires, nonpneumatic tires, and
nonmolded wired-on tires are exempt
from this section.

§ 1512.11 Requirements for wheels.
(a) Spokes. There shall be no missing,

spokes.
(b) Alignment. The wheel assembly

shall be aligned such that no less than
1.6 mm (/ao In.) clearance exists be.
tween the tire and fork or any frame
member when the wheel is rotated to
any position.

(c) Rims. Rims shall retain the
spokes and tire when side-loaded with
2000 N (450 lbf) and tested In accord-
ance with the rim test, §1512.10(J).
Sidewalk bicycles need not meet this
requirement.
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§ 1512.12 Requirements for wheel hubs.
All bicycles (other than sidewalk bi-

cycles) shall meet the following re-
quirements:

(a) Locking devices. Wheels shall be
secured to the bicycle frame with a
positive lock device. Locking devices
on threaded axles shall be tightened
to the manufacturer's specifications.

(1) Rear wheels. There shall be no
relative motion between the axle and
the frame when a force of 1,780 N £400
lbf) is applied symmetrically to the
axle for a period of 30 seconds in the
direction of wheel removal.

(2) Front wheedl Locking devices,
except quick-release devices, shall
withstand apllication of a torque in
the direction of removal of 17 N-in
(12.5 ft-lb).

(b) Quick-release devices. Lever-op-
erated quick-xelease devices shall be
adjustable to allow setting the lever
position for tightness. Quick-release
levers shall be clearly visible to the
rider and shall indicate whether the
levers are in a locked or unlocked posi-
tion. Quick-release clamp action shall
emboss the frame or fork when locked.

(c) Front hubs. Front hubs not
equipped with lever-operated quick-re-
lease devices shall have a positive re-
tention feature that shall be tested in
accordance with the front hub reten-
tion test, § 1512.18C)(3), to assure that
when the locking devices are released
the wheel will not separate from the
fork.

§ 1512.13 Requirements for front fork.
The front fork shall be tested for

strength by application of at least 39.5
J (350 in-lb) of .energy in accordance
with the fork test, § 1512.18(k)(1).
without visible evidence of fracture.
Sidewalk bicycles need not meet this
requirement.

§'151214 Requirements for fork and
frame assembly

The fork and frame assembly shall
be tested for strength by application
of a load of 890-N (200 lbf) or at least
39.5 J (350 in-lb) of energy, whichever
results in the greater force, in accord-
ance with the frame test,
§ 1512.18(k)(2), without visible evi-
dence of fracture or frame deforma-
tion that significantly limits the steer-
ing angle over which the wheel can be
turned. Sidewalk bicycles are -exempt
from this section.'

§ 1512.15- Requirements for seat.
(a) Seat limitation. No part of the

seat, seat supports, or accessories at-
.tached to the -seat shall be more than
125 mm (5.0 in.) above'the top of the
seat surface -at the point where the
seat surface is intersected by the seat
post axis.

(b) Seat posL The seat post shall
contain a permanent mark or ring that

clearly Indicates the minimum Inser-
tion depth (maximum seat-height. ad-
justment); the mark shall not affect
the structural integrity of the seat
post. This mark shall be located no
less than two seat-post diameters from
the lowest point on the post shaft, and
the post strength shall be maintained
for at least a length of one shaft diam-
eter below the mark

(c) Adjustment clamps. The seat ad-
justment clamps shall be capable of se-
curing the seat in any position to
which It can'be adjusted and prevent-
ing movement of the seat in any direc-
tion under normal conditlons of use.
Following the road test, § 1512.18(p)
(or the sidewalk bicycle proof test,
§ 1512.18(q), as applicable), the seat
clamps .shall be tested In accordance
with the seat adjustment clamps and
load test, § 1512.18(1).

§ 1512.16- Requirements for reflectors.
Bicycles shall be equipped with re-

flectiVe devices to permit recognition
and identification under Illumination
from motor vehicle headlamps. The
use of reflector combinations off the
center plane of the bicycle (defined in
§ 1512.18(m)(2)) Is acceptable If each
reflector meets the requirements of
this section and of § 1512.18 (m) and
(n) and the combination of reflectors
has a clear field of view of d10' verti-
cally and ±50* horizontally. Sidewalk
bicycles are not required to have re-
flectors.

(a) Front, rear, and pedal reflectors.
There shall be an essentially colorless
front-facing reflector, essentially
colorless or amber pedal reflectors,
and a red rear-facing reflector.

(b) Side reflectors. There shall be re-
troreflective tire sidewalls or, alterna-
tively, reflectors mounted on the
spokes of each wheel; the center of
spoke-mounted reflectors shall be
within 76 mm (3.0 In.) of the inside of
the rim. Spoke-mounted reflectors
shall be visible on each side of the
wheel.

(c) Front reflector. The reflector or
mount shall not contact the ground
plane when the bicycle is resting on
that plane In any orientation. The op-
tical axis of the reflector shall be dl-
rected forward within 5* of the hori-
zontal-vertical alignment of the bicy-
cle when the wheels are tracking in a
straight line, as defined In
§ 1512.18(m)(2). The reflectors and/or
mounts shall incorporate a distinct
preferred assembly method that shall
insure that the reflector meets the op-
tical requirements of this paragraph

c) when the reflector is attached to
the bicycle. The front reflector shall
be tested in accordance with the re-
flector mount and alignment test,
§ 1512.18(m).

(d) Rear reflector. The reflector or
mount shall not contact the ground
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plane when the bicycle Is resting on
that plane in any orientation. The re-
flector shall be mounted such that it is
to the rear of the-eat mast with the
top of the reflector at least 76 mm (3.0
In) below the point on the seat surface
that Is intersected by the line of the
seat post. The optical axip of the re-
flector shall be directed Tearward
within 5* of the horizontal-vertical
alignment of the bicycle when the
wheels are traveling in a straight line,
as ,defined in § 1512.18(m(2). The re-
flectors and/or mounts shall incorpo-
rate a distinct, preferred assembly
method that shall insure that the re-
flector meets the optical requirements
of this paragraph (d) when the reflec-
tor Is attached to the bicycle. The rear
reflector shall be tested in accordance
with the reflector mount and align-
ment test, § 1512.18(m).

(e) Pedal reflectors. Each pedal shall
have reflectors located on the front
and rear surfaces of the pedal The re-
flector elements may be either inte-
gral with the construction of the pedal
or mechanically attached, but shall be
sufficiently recessed from the edge of
the pedal, or of the reflector housing,
to prevent contact of the reflector ele-
ment with a flat surface placed in con-
tact with the edge of the pedal

Mf Side reflectors. Reflectors affixed
to the wheel spokes shall be mounted
either flat on the spokes or within the
spoke cage such that the angle be-
tween the optical axis and the normal
to the plane of the wheel shall not
exceed the angle of the spokes with
the plane of the wheel. The reflectors,
shall not interfere with any wheel ad-
justments. The side-mounted reflector
devices shall be essentially colorless or
amber on the front wheel and essen-
tially colorless or red on the rear
wheel.

(g) Reflector tests. The pedal, front-
mount, rear-mount, and side-mount re-
flectors shall be tested in accordance
with the reflector test, §1512.18(n), to
assure the reflectance values over the
angles given in tables 1 and 2.

(h) Retroreflective tire sidewalZ
When retroreflective tire sidewalls are
used in lieu of spoke-mounted reflec
tom, the reflecting material shall meet
the following requirements:

(1) The retroreflective material shall
form a continuous circle on the
sidewall.

(2) The retroreflective material shall
adhere to the tire such that after the
tire has been subjected to a tempera-
ture of 50"3 C (122°±5.4° F) for 30
minutes, the retroreflective material
cannot be peeled or scraped away
without removal of tire material

(3) The retroreflective material shall
be as resistant to abrasion as is the ad-
jacent sidewall material so that when
retroreflective material is removed
from the inflated tire by abrasion with
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a wet, steel bristle brush, tire material
will be removed along with the retror-
eflective material.

(4) The retroreflective material shall
be tested for performance in accord-
ance with the retroreflective tire test,
§ 1512.18(o), to assure the reflectance
properties over the angles given in
table 3. When a portion of the retrore-
flective material is selected (and the
remainder is mdsked as specified in
§ 1512.18(o)(2)(i)), the selected portion
shall not contact the ground plane
when the. assembled bicycle is resting
on that plane in any orientation.

§ 1512.17 Other requirements.
(a) Road, test Bicycles, other than

sidewalk bicycles, shall be ridden- at
least 6.4 km (4.0 mi.) by a rider weigh-
ing at least 68.1kg (150 lb.) and travel
five times over a 30.5 m (100 ft.) cleat-
ed course in accordance with, the road
test, § 1512.18(p), and shall exhibit
stable handling, turning, and steering
characteristics without difficulty of
operation. There shall be no system or
component failure of the structure,
brakes, or tires, and there shall be no
loosening or misalignment of the seat,
handlebars, controls, or reflectors
during or resulting from this test.

(b) Sidewalk bicycle proof test.
Sidewalk bicycles shall be dropped a
distance of at least 300 mm (1.0 ft.)
three times onto a paved surface with
weights attached in accordance with
the sidewalk bicycle proof test,
§ 1512.18(q). There shall be no fracture
of wheels, frame, seat, handlebars, or
fork during or resulting from this test.

(c) Ground clearance. With the
pedal horizontal and the pedal crank
in its lowest position and any training
wheels removed, It shall be possible to
tilt the bicycle. at least 25' from the
vertical without the pedal or any
other part (other than tires) contact-
ing the ground plane.

(d) Toe clearance. Bicycles not
equipped with positive foot-retaining
devices (such as toe clips) shall have at
least 89 mm (32 in) clearance between
the pedal and the front tire or fender
(when turned to any positi6n). The

4clearance shall be measured forward
and parallel to the longitudinal axis of
the bicycle from the center of either
pedal to the arc swept by the tire or
fender, whichever results in the- least
clearance. (See figure 6 of this Part
1512.)

§ 1512.18 Tests and test procedures.
(a) Sharp edge test. [Reserved]
(b) [Revoked]
(c) Protective cap and end-mounted

devices test. (Ref. § 1512.4(i),
§ 1512.6(d).) Any device suitable for ex-
erting a removal force of at least 67 N
(15 lbf) for protective caps and 8.9 N
(2.0 lbf) for end caps at any point and
in any direction may be used. All .pro-
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tective caps and end-mounted handle-
bar devices shall be tested to deter-
mine that they cannot be removed by
application of the specified forces.

(d) Handbrake loading and 'perform-
ance test. (Ref. § 1512.5(b).)

(1) Apparatus. A spring scale or
other suitable device for measuring
the specified forces on the handbrake
levers and a dry, clean, level, paved
surface of adequate length.

(2) Procedure. The loading test,
§ 1512.18(d)(2)(i), and the rocking test,
§ 1512.18(d)(2)(iii), shall be performed
before the performance test,
§ 1512.18(d)(2)(v), is performed and no
adjustments shall be made between
these tests.

(i) Loading test procedure. Th hand
ldvers shall, be actuated with a, force
applied at a point no more than 25
mm (1.0 in) from the open end of the
lever. If the hand lever contacts the
handlebar (bottoms) before a force of
445 N (100 lbf) is reached, the loading
may be stopped at that, point, other-
wise the loading shall be increased to

.at least 445 N (100 lbf).4 Application of
the loading force shall be repeated for
a total of 10 times and all brake com-
ponents shall be inspected.

(ii) Loading test criteria. There shall
be no visible fractures, failures, misa-
lignments, and clearances not in com-
pliance with applicable parts of
§ 1512.5.
(Il)"* Rocking, test procedure. A

weight of at least 68.1 kg (150 lb) shall
be placed on the seat; the force re-
quired for the hand levers to contact
the handlebars or 445 N (100 lbf), as
determined in § 1512.18(d)(2), shall be
applied to the hand levers; 4 and the
bicycle shall be rocked forward and
backward over a dry, clean, level,
paved surface at least six times and
for a distance of at least 76 mm (3 in)
in each direction.
(iv) Rocking test criteria. There

shall be no loosening of the brake
pads, pad holders, or cable and hand-
lever securing devices or any other
functional brake component.

(v) Performance test procedure. The
following test conditions, unless other-
wise specified in this Part 1512, shall
be followed: -

(A) The bicycle shall be ridden over
a dry, clean, smooth paved test course
free from protruding aggregate. The
test course shall provide a coefficient
of friction of less then 1.0 and shall
have a slope of less than 1 percent.

(B) The wirid-velocity shall be less
-than 11 km/h (7 mph).

(C) Only the brake system under
test shall be actuated.

(D) The bicycle shall attain the spec-
ified ground speed while the rider is in
the normal riding position.

'For hand lever extensions, the loading
shall be continued until a force of 445 N
(100 lbf) is reached or the hand lever exten-
sion is in the same plane as the upper sur-
face of the handlebars or the extension
lever contacts the handlebars.

(E) The 'rider shall remain In the
normal riding position throughout the
test.

(F) The bicycle must be moving In a
straight line at the start of brake ap-
plication.

(G) Corrections for velocity at the
initiation of braking may be made.
The corrected braking distance shall
be computed as follow:

S,=( V,/v.)1S.
-where:

S,= Corrected braking distance,
V,=Specified test velocity.
V,=Measured test velocity,
S,=Measured braking distance.

The test run is Invalid If at the commence.
ment of the test, the measured test speed of
the bicycle Is not less than nor greater than
the test speed required by this Part 1512 by
1.5 km/h (0.9 mph).

(H) Four test runs are required. The
stopping distance shall be determined
by averaging the results of the four
test runs.

(I) The stopping distances specified
are bitsed on a rider weight of at least
68.1 kg (150 lb) and a maximum rider
and weight combination of 91 kg (200
lb). Greater stopping distances are al-
lowable for heavier riders and test
equipment weights at the rate of 0.30
m per 4.5 kg (1.0 ft per 10 lb).

(J) A test run is invalid if front-
wheel lockup occurs.

(vi) Performance test criteria. The
stopping force applied to the hand
lever at a point no closer than 25 mm
(1.0 in), from the open end shall not
exceed 178 N (40 lbf). Bicycles with an
equivalent ground speed in excess of

*24 km/h (15 mph) (in Its highest gear
ratio at a pedal crank rate of 60 revo-
lutions per minute) 3 shall stop from
an actual test speed of 24 km/h (15
mph) or greater within a distance of
4.57 m (15 ft); when the equivalent
ground speed Is less than 24 km/h (15
mph) under the same conditions, the
bicycle shall stop from an actual test
speed of 16 km/h (10 mph) or greater
within a distance of 4.57 m (15 ft).

(e) Footbrake force and performance
test. (Ref. § 1512.5(c) (1) and (2))

(1) Apparatus. Suitable devices for,
exerting and measuring the required
forces and a dry, clean, level, paved
surface of adequate length.

(2) Force test. The braking force
shall be measured as the wheel is ro-
tated in a direction of forward motion,
and the braking force is measured In a
direction tangential to the tire during
a steady pull after the wheel com-
pletes one-half revolution but before
the wheel completes one revolution.
The brake shall be capable of produc-
ing a linearly proportional brake force
for a gradually applied pedal force
from 89 N to 310 N (20 to 70 lbf) and
shall not be less than 178 N (40 lbf)

ISee footnote 3 to § 1512.5.
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for an applied -pedal force of 310 N (70
lbf). All data points must fall within
plus or minus 20 percent of the brake
force, based on the measured brake
load using the least'square method of
obtaining the best straight line curve.

(3) Performance test The procedure
of § 1512.18(d)(2)(v) shall be followed
to test the footbrake performance.
The stopping distance shall be less
than 4.57 m (15 ft) from an actual test
speed of 16 km/h (10 mph). In addi-
tion, if the equivalent ground speed of
the bicycle is in excess of 24 km/h (15
mph) (in its highest gear ratio at a
pedal crank rate of 60 revolutions per
minute),2 the stopping distance shall
be 4.57 m (15 ft) from an actual test
speed of 24 km/h (15 mph) or greater.

Nom-No allowance shall be made for
rider weight. See § 1512.5(d) for additional
requireiients for bicycles 'with both hand-
brakes and footbrakes.

(f) Sidewalk bicycle footbrake force
test. For sidewalk, bicycles, the foot-
brake force test is the same as for bi-

.cycles except; the brake force trans-
mitted to the rear wheel shall contin-
-ually increase as the pedal force is in-
-creased from 44.5 N to 225 N (10 to 50
lbf). The ratio of applied pedal force
to braking force shall not be greater
than two-to-one.

(g) Handlebar stem test. (Ref.
§1512.6(b))
(1) Procedure. The handlebar stem

shall be tested for strength by apply-
ing a force of 2000 N (450 1bf), in a for-
Ward direction, for bicycles, or 1000 N
(225 lbf) for sidewalk bicycles, at a
point in line with the handlbar attach-
ment point and at an angle of 45' from
the stem centerline (See fig. 2).

(2) Criteria. No visible fractures
shall result from this test.

(h) Handlebar test. (Ref. . 1512.6(e))
(1) Stem-to-fork clamp test-Ci) Pro-

cedure. The handlebar and handlebar
stem shall be assembled to the bicycle
in accordance with the manufacturer's
instructions. The handlebar-fork as-
sembly shall be subjected to a torque
applied about the axis of the stem,
and shall then be disassembled-and ex-
amined for signs of structural damage
including cracking, splitting, stripping
of threads, bearing damage, and bulg-
ing of the stem and fork structures.
The handlebar and handlebar stem
components shall be inspected for visi-
ble signs of galling, gouging, and scor-
ing not due to normal assembly and
disassembly operations.

(ii) Criteria. There shall be no visi-
ble movement between the stem and
fork when a torque of 47+3, -0 N-m
(35+2, -0 ft=lb) for bicycles and
20+3, -0 N-m (15+2, -0 ft=lb) for
sidewalk bicycles is applied to the han-
dlebar about the stem-to-fork axis.
There shall be no visible signs of
damage to the stem-to-fork assembly
or any component part thereof

(2) Handlebar strength and clamp
test--l) Procedure. The stem shall be
In place on the bicycle or in an equiva-
lent test fixture and secured according
to manufacturer's instructions. A load
shall be applied equally to each han-
dlebar end in a direction to cause the
greatest torque about the handlebar-
to-stem clamp; deflection shall be
measured along the line of applied
force.

.(ii) Criteria. The handlebars shall
support a force of no less than 445 N
(100 lbf) or absorb no less than 22.6 J
(200 in-lb) of energy through a maxl-
'm4 n deflection of no more than 76
mm (3.0 in.); the handlebar clamp
shall prevent rotational movement of
the handlebars relative to the clamp,
and there shall be no visible fractures.

(I) Pedal slip tes.t (Reserved]
(j) Rim test (Ref. §§ 1512.10 and

1512.11(c))
(1) Procedure. Only one wheel need

be tested if the front and rear wheel
are of Identical construction. The
wheel to be tested shall be removed
from the bicycle and be supported cir-
cumferentlally around the * tire
sidewall. A load of 2000 N (450 lbf)
shall be applied to the axle- and
normal to the plane of the wheel for
at least 30 seconds. If the wheel hub Is
offset, the load shall be applied in the
direction of the offset.

(2) Criteria. The wheel and tire as-
sembly shall be inspected for compll-
ance with the requirements of
§ 151-2.11(a) and shall be remounted on
the bicycle according to.the manufac-
turer's Instructions and shall turn
freely without roughness and shall
comply with the requirement of
§ 1512.11(b).

(3) Front hub retention Lest (Ref.
§ 1512.12(c))

(i) Procedures. Front hub locking de-
vices shall be released. When'threaded
nuts and axles are used, the nuts shall
be open at least 360' from a Linger
tight condition. A separation force of
at least Ill N (25 lb) shall be applied
to the hub on a line along the slots in
the fork ends.

(Ii) Criteria. The front hub shall not
separate from the fork; fenders, mud-
guards, struts, and brakes shall -not be
allowed to restrain the separation.

k) Fork and frame test. (Ref.
§§ 1512.13 and 1512.14)

(1) . Fork test-Cl) Procedure. With
the fork stem supported in a 76 mm
(3.0 in) vee block and secured by the
method Illustrated in figure 1 of this
Part 1512, a load shall be applied at
the axle attachment in a direction per-
pendicular to the centerline of the
stem and against the direction of the
rake. Load and deflection readings
shall be recorded and plotted at the
point of loading. The load shall be In-
creased until a deflection of 64 mm
(2 in) is reached.

CMi) Criteria. Energy of at least 39.5 J
(350 in-lb) shall be absorbed with a de-
flection in the direction of the force of
no more than 64 mm. (221 in.).

(2) Fork and frame assembly test-i)
Procedure. The fork. or one identical
to that tested in accordance with the
fork test, § 1512.18(k)(1), shall be re-
placed on the bicycle in accordance
with the manufacturer's instructions;
and a load of 890 N (200 lbf), or an
energy of at least 39.5 J (350 in-lb),
whichever results in the greater force,
shall be applied to the fork at the axle
attachment point against the direction
of the rake in line with the rear wheel
axle. The test load shall be counteract-
ed by a force applied at the location of
the rear axle during this test.

(ii) Criteria. There shall be no visi-
ble evidence of fracture and no defor-
mation of frame that significantly
limits the steering -angle over which
the front wheel can be turned.

(1) Seat adjustment clamps and load
test (Ref. § 1512.15(c))

(1) Procedure. A force of at least 668
N (150 lbf) shall be applied vertically
downward (334 N (75 lbf) for sidewalk
bicycles) to a point within 25 mm (1.0
In.) from either the front or rear of
the seat, whichever produces the
greatest torque on the seat clamp.
After removal of this force, a force of
222 N (50 lbf) shall then be applied
horizontally (111 N (25 lbf) for
sidewalk bicycles) to a point within 25
mm (LO in.) from either the front or
rear of the seat, whichever produces
the greatest torque on the clamp.

(2) Criteria. No movement of the
seat with respect to the seat post, or of
the seat post with, respect to the bicy-
cle frame, shall have resulted from ap-
plication of the forces specified.

(m) Rejector mount and alignment
test (Ref. § 1512.16 (c) and (d))

(1) Procedure. A force of 89 N (20
lbf) shall be applied to the reflector
mount in at least three directions se-
lected as most likely to affect its align-
ment. At least one of those directions
shall be selected to represent a force
that would be- expected in lifting the
bicycle by grasping the reflector.

(2) Criteria. (I) During test: The op-
tical axis of the reflector shall remain
parallel within 15" to the line or inter-
section of the ground plane and the
center plane of the bicycle defined as
a plane containing both wheels and
the centerlines of the down tube and
seat mast.

(11) Post test: The optical axis of the
reflector shall remain parallel within
5* to the line or intersection of the
ground plane and the center plane of
the bicycle defined as a plane contain-
ing both wheels and-the centerlines of
the down tube and seatmast.

(n) Reflector test. (Ref. § 1512.16(g))
(1) Conditioning. The following con-

ditioning in the order given shall be
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performed prior to testing for per-
formance.

(I) Warpage conditioning. The re-
flector shall be held in a preheated
oven for a6 least one hour at 50°±5 ° C.
(122_5.4' F). A pedal reflector may be
conditioned integrally with its pedal.

(ii) Mechanical impact conditioning.
The reflector shall be mounted faceup
in a manner similar to the way in
which It is mounted on the bicycle. A
13 mm (V2 in.) diameter polished steel
ball shall be dropped normal to the
center of the face of the reflector
from a height of 0.76 m (30 in.). The
ball may be guided by a tube with
holes, but.not restricted in free fall.
Pedal reflectors are exempt from this
impact conditioning.. -

(Iii) Moisture conditioning. The re-
flector shall be submerged in tap
water in a suitable container. The con-
tainer shall b6 pressurized in 17.2 kN/
m 2 (2.5 psi) (equivalent to 1.7 m (5%
ft.)) of water for 15 minutes and then
released.

(2) Reflector performance test. (i) Ar-,
rangements for the reflector perform;,
ance test shall be as shown in figure 3
and the distance D between the light
source and the reflector shall be 30.5
m (100 ft.). The source of illumination
shall be a lamb with a 51-rm (2.0 in.)
effective diameter and a filament op-
erating at 2,856±_10 percent color tem-
perature. The observation point shall
be colocated (as close as practicable)
with the source of illumination; The
reflector shall be mounted with the
center of the reflector at the center of
rotation and at the same horizontal
level as the source of illumination:
Photometric measurements shall be
made at the observation angles and
entrance angles given in tables 1 and
2.

(ii) The observation angle is the
angle formed by a line from thd point
of observation to the center of the re-'
flector with a second line from the
center of the reflector to the source of
illumination. The entr -ce angle is

,the angle between the optical axis of
the reflector and a line from the
center of the reflector to the source of
illumination. The entrance angle shall
be designated left, right, up, and down
in accordance with the position of the
source of illumifiation with respect to
the axis -of the reflector as viewed
from behind the reflector when the
plane of the observation angle is verti-
cal and the receiver is above the
source.

(ill) Photometric measurements
shall be made either visually or pho-
toelectrically. With either method, the

. light reflected to the observation point
shall be determined. Also, the illumi-
nation on the reflector -from the
source shall be measured.

(iv) For visual measurements a com-
parison lamp, emitting light similar in

RULES AND REGULATIONS

spectral quality to the reflector, shall
be located adjacent to the reflector (at
an angle not to exceed ') and ar-
ranged so that the candlepower can be
varied from 0.01 to 0.25 to make the
intensity duplicate that of the reflec-
tor under test. The candlepower of the
source of the illumination of the re-
flector under test shall be known or
determined for this test. Means shall
be provided-to change the intensity of
the source of illumination without
changing the filament color tempera-
ture. The'comparison lamp shall be
designed to avoid reflection from the
source of illumination back in the di-
rection of the observer. It shall be of
such size and' so diffused that when
viewed by the observer (through a
2VX reducing monocular), the candle-
power can be readily compared and ad-
justed to that of the reflector. The ob-
server shall have at least 10 minutes of
dark adaption before making observa-
tions. For photoelectric measure-
ments, the opening to the photocell
shall not be more than 1/2 inch vertical
by 1 inch horizontal.

(v) Reflectors that mount on the bi-
cycle in a. fixed rotational position
with respect to the bicycle, or the bicy-
cle component on which they are
mounted (such as pedals or spokes),
shall be tested with a single orienta-
tion. Reflectors that do not mount on
the bicycle in a fixed rotational posi-
tion with respect to the bicycle shall
be rotated about their -axis through
360° to find the minimum candlepower
per footcandle for each test point. If
the measurement falls below the'mini-
mum requirement at any test point,
the reflector shall be rotated _±5°

about its axis from the angle where
the *minimum occurs, and the maxi-
mum candlepower -per footcandle
within this angle shall be the meas-
ured value.

(vi) Should -uncolored reflections
from the front surface interfere with
photometric readings at any test point
the lowest reading and location within
1' above, below, right, and left of the
test point shall meet the minimum re-
quirement for the test point.

(vii) A reconimended coordinate
-system for definition of color is the
"Internationale de 'l'Eclairage (CIE
1931)" system in the IES Lighting
Handbook,5 fifth edition, 1972. In the
coordinate system and when illuminat-
ed by the source defined in table 4 of
this Part 1512, a reflector will be con-
sidered to, be red if its color falls
within the region bounded by the red
spectrum locus and the lines yO.980-
-x and yO.335; a reflector will be con-
sidered to be -amber if its color falls
within the region bounded by the
yellow spectrum: locus and the lines
y0:382 yO.790-0.667x, and y x--0.120.

'Copies may be obtained from Illuminat-
-ing, -Engineering Society, 35 East 47th
Street, New York, N.Y. 10017. -'

(o) Ret roreflective tire test. (Ref,
§ 1512.16(h))

(1) Apparatus. Arrangements for the
reflective intensity measurement shall
be as shown in figure 3 of this Part
1512. A light projector (having a maxi-
mum effective lens diameter of D/500,
whbre D Is the distance from the
source to the sidewall being measured)
capable of projecting light of uniform
intensity shall be used to illuminate
the sample. The light falling on the
sample shall have a color temperature
of 2856k±10% (equivalent to a tung-
sten filament lamp operated at a color
temperature of 2856K±E10% having
approximately the relative energy dis-
tribution given in table 4 of this Part
1512). The light reflected from the
test surface shall be measured with a
photoelectric receiver, the response of
which has been corrected for the spec-
tral sensitivity of the average photoplc
human eye. The dimensions of the
active area of the receiver shall be
such that no point on the perimeter of
the receiver Is more than d/100 from
Its center (where d is the distance
from the receiver to the sidewall).
Tires to be tested shall be mounted on
a wheel, the rim and spokes of which
have been masked in flat black so that
when measured without the tire they
indicate no appreciable reflectance.
The tire shall be mounted and fully In-
flated. Distances shall be measured
from the plane of the wheel and the
center of the hub. For the tests, the
distance D between the projector and
the center of the wheel and distance d
between the center of the wheel and
the receiver shall each be at least lb m
(50 ft).

(2)' Procedure-() Masking. The re-
flecting strip to be tested shall be
within two concdntric circles, the
larger of which Is no more than 0.02 m
(0.79 in.) greater in radius than the
smaller. While additional reflecting
material is permitted outside such
boundaries, such additional material
shall not be counted in determining
the average width of the refl'ecting
strip and shall be masked off with
opaque, matte black tape In testing
the reflecting material.

(ii) Orientation,- With the tire
mounted and inflated, every position
of the reflecting strip to be tested
shall be oriented so that the normal to
this portion Is within 40' of parallel to
the axis of rotation of the wheel, .

(iii) Measurement. Measure the dis-
tance d from the receiver to the center
of the wheel and the minimum dis-
tance r from the axis of rotation of
the wheel to the unmasked portion of
the reflective strip. Measure the illu-
mination incident on the reflective
strip- at uniform intervals of no more
than 45' around the wheel, with the
receiver oriented' in the direction of
the incident radiation. The average of
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such readings will be the mean illumi-
nation of the sample E. If any one of
such readings differs by more than 10
percent from the mean illumination,
then a more uniform source must be
obtained. Measure the illumination of
the receiver due to reflection from the
sidewall for each entrance angle and
each observation angle given in table 3
of this Part 1512. The entrance angle
and the observation angle shall be in
the same plane. A negative entrance
angle (figure 3 of this Part 1512) is
specified when the entrance angle is
small because the location of the re-
ceiver with respect to the directiqn of
illumination becomes important for
distinguishing between ordinary
mirror-like reflection and retrorTlec-
tion. The illumination incident on the
test surface and the receiver shall be
measured in the same units on a linear
scale. Compute the ratio A for each
combination of entrance angle and ob-
servation angle listed in table 3 as fol-
lows:

A= [(E,1E)JX(d2-r)l
Where:

A=Ratio in meters,
Er=11umination incident upon the receiv-

er,
E,=Illurination incident upon a plane

perpendicular to the incident my at
the specimen position (see instructions
above in this paragraph (o)(2)(il) for
averaging), measured in the same
units as E,

d=The distance in meters from the receiv-
er to the center of the wheel.

r=The minimum radius in meters of the
boundary circles of the retroreflective
strip.

The minimum value -of A shall be that
listed in table 3 of this Part 1512 for
each combination of entrance angle
and observation angle. The plane con-
taining the entrance angle and the
plane containing the observation angle
shall coincide. In table 3, a positive en-
trance angle corresponds to the case in
which the line of sight to the receiver
lies between the line of incidence and
the optic axis of the reflector, and a
negative entrance angle corresponds to
the case in which the line of incidence
lies between the line of sight of the re-
ceiver and the optic axis of the reflec-
tor.

(iv) Criteria. The ratio A as defined
in § 1512.18(o)(2)(iii) shall not be less
than:

A =f[4(cos20/1+(/0.225)2l
where A is ratio in meters, 0 is the en-
trance angle, and 4k is the observation
angle in degrees. The criterion applies
only for entrance angles from 0° to 40"
and observation angles from 0.2' to
1.5, and performance is not specified
beyond this range. The values of A in
table 3 are obtained from the above
formula by rounding up to two signifi-
cant figures. Except in cases in which
the performance of the reflector is se-
riously questionable, a reflector with A
at- least the value given in table 3 at
each of the six combinations of en-

trance and observation angle will be
considered to satisfy this criteria.

(p) Road test. (Ref. §§ 1512.15(c) and
1512.17(a)).

(1) Procedure. The bicycle shall be
ridden at least 6.4 km (4.0 mi.) by a
rider weighing at least 68.1 kg (150 lb.)
with the tires inflated to maximum
recommended pressure. Travel shall
include riding the bicycle five times
over a 30 m (100 ft.) course of wooden
cleats fastened to a paved surface. The
cleats shall be a full 25 mm (1.0 in.)
high by 51 mmn (2.0 in.) wide lumber
with a 12 mm by 12 mm (M in. by %
in.) chamfer of 45' on the corners con-
tacting the tires. The cleats shall be-
spaced every 1.8 m (6.0 ft.) over the 30
mra (100 ft.) course. The bicycle shall be
ridden over the cleated course at a
speed of at least 24 km/hr (15 mph)
with the rider firmly seated.

(2) Criteria. The bicycle shall exhib-
it stable handling, turning, and steer-
ing characteristics without difficulty
of operation. There shall be no system
or component failure of the structure,
brakes, or tires and there shall be no
loosening or misalignment of the seat,
handlebars, controls, or reflectors.

(q) Sidewalk bicycle proof test. (Ref.
§§ 1512.15(c) and 1512.17(b)).

(1) Procedure The bicycle shall be
loaded with weights of 13.6 kg (30 lb.)
on the seat surface and 4.5 kg (10 lb.)
attached to the end of each' handle
grip for a total load of 22.7 kg (50 lb.).
The bicycle shall be lifted a distance
of 0.3 m (1.0 ft.) and dropped (while
maintaining an upright position) three
times onto a paved surface. Following
this and with weight removed, It shall
be allowed to fall in any configuration
and attitude from an upright position
to the paved surface three times on
each side.

§ 1512.19 Instructions and labeling.
A bicycle shall have an instruction

manual attached to Its frame or in-
cluded with the packaged unit.

(a) The instruction manual shall in-
clude at least the following.

(1) Operations and safety Instruc-
tions describing operation of the
brakes and gears, cautions concerning
wet weather and night-time operation.
and a guide for safe on-and-off road
operation.

(2) Assembly instructions for accom-
plishing complete and proper assem-
bly.

(3) Maintenance instructions for
proper maintenance of brakes, control
cables, bearing adjustments, wheel ad-
justments, lubrication, reflectors, tires
and handlebar and seat adjustments;
should the manufacturer determine
that such maintenance is beyond the
capability of the consumer, specifics
regarding locations where such main-
tenance service can be obtained shall
be included.

(b) A bicycle less than fully assem-
bled and fully adjusted shall have

clearly displayed on any promotional
display material and on the outside
surface of the shipping carton the fol-
lowIng. (1) A list of tools necessary to
properly accomplish assembly and ad-
justment, (2) a drawing illustrating
the minimum leg-length dimension of
a rider and a method of measurement
of this dimension.

(c),The minimum leg-length dimen-
sion shall be readily understandable
and shall be based on allowing no less
than one inch of clearance between (1)
the top tube of the bicycle and the
ground plane and (2) the crotch mea-
surement of the rider. A girl's style
frame shall be specified in the same
way using a corresponding boys! model
as a basis.

(d) Every bicycle subject to the re-
quirements of this Part 1512 and in-
troduced into interstate commerce on
or after May 11, 1976 through May 11.
1978. shall be labeled with the state-
ment "Meets U.S. Consumer Product
Safety Commission Regulations for Bi-
cycles."

(1) Every such bicycle, displayed or
offered for sale to consumers in a fully
assembled condition, shall bear a label
(such as a hang tag) at least 6A cm
(2.5 in.) by 17.8 cm (7 in.) setting forth
the required labeling statement legibly
and conspicuously in capital letters at
least 0.6 cm (0.25 in.) high. No other
words or symbols may appear on the
label. (See also § 1512.50.)

(2) The required labeling statement
shall appear legibly and conspicuously
in capital letters at least 1.3 cm (0.5
in.) high on the retail carton of every
such bicycle offered for sale to con-
sumers in an unassembled or partially
assembled condition.

(e) Every bicycle subject to the re-
quirements of this Part 1512 shall bear
a marking or label that is securely af-
fixed on or to the frame of the bicycle
in such a manner that the marking or
label cannot be removed without being
defaced or destroyed. The marking or
label shall Identify the name of the
manufacturer or private labeler and
shall also bear some form of marking
from which the manufacturer can
Identify the month and year of manu-.
facture or from which the private la-
beler can Identify the manufacturer
and the month and year of manufac-
ture. For purposes of this paragraph, "
the term "manufacture" means the
completion by the manufacturer of a
bicycle of those construction or assem-
bly operations -that are performed by
the manufacturer before the bicycle is
shipped from the manufacturer's place
of production for sale to distributors,
retailers, or consumers.

§ 1512.20 Separability.
If any section or portion thereof of

this Part 1512 or its application to any
person or circumstance is held invalid,
the remainder of the section(s) and Its
(their) application to other persons or
circumstances Is not thereby affected.
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TABLE 1.-Minimum candlepower per incident foot-candle for clear reflector I

Front, rear, and side reflectors; entrance
angle in degrees Pedal reflectors; entrance angle in degrees

Observation
angle 0 10 up/down - 20 left/right 0 10 up/down 20 left/right

0.2 27.0 18.0 9.0 7.5 6.0 3.0
.3 ............ 6.0 4.8 2.4

1.5 .28 .20 .12 .28 .20 .12

'Amber values shall be % x clear values.Red values shall be Vx clear values.

TABLE 2.-Minimum candlepower per
incident foot-candle for clear reflector'

Front. rear. and side reflectors;
Obser- entrance angle In degrees
vation
angle 30 left/right 40 left/right 50 left/right

0.2 8.0 7.0 6.0
1.5 .12 .12 .12

'Amber values shall be % X clear values. Red
values shall be V4 X dear values.

TABLE 3.-Minimumfacceptable values for
the quantity A defined in the retroreflective

tire test procedure

Observation Entrance Minimum acceptable
angle angle - value of A

(degrees) (degrees)

Meters Feet

0.2 -4 2.2 7.25
.2 20 1.9 6.27
.2 40 1.3 4.29

1.5 -4 .22 .73
1.5 20 .19 ..63
1.5 40 .13 .43

TABLE 4.-Relative energy distribution of
sources

Wave length (nanometers

380 ....................................................................
390 .....................................................................
400 .................................................................
410 ...............................
420 ................... .................
430 ...................................
440 ......................

Relative
energy

9.79
12.09
14.71
17.68
21.00
24.67
28.70
33.09

TABLE 4.-Relative energy distribution of
sources-Continued

*Wave length (nanometers)

460,..".-470....
480.
490.
500.
510.
520.
530 .......
540.
550.
560.
570.
580 ......
590.
600 .......
610 .......
620.
630.
640.
650 .......
660.
670.
680.
690 ......
700.
710.
720.
730.
740.
750.

Relative
energy

37.82
42.87
48.25
53.91
59.86
66.06
72.50
79.13
85.95
92.91

100.00
107.18
114.44
121.73
129.04
136.34
143.62
150.83
157.98
165.03
171.96
178.77
185.43
191.93
198.26
204.41
210.36
216.12
221.66
227,00
232.11

Subpart B-Policies and
Interpretations

§ 1512.50 Affirmative labeling statement.
(a) Section 1512.19(d) requires every

bicycle subject to the requirements of
this Part 1512 introduced into inter-
state commerce on or after May 11,
1976 through May 11, 1978, to be la-
beled with the statement "Meets U.S.

Consumer Product Safety Commission
Regulations for Bicycles." In accord-
ance with section 1512.19(dX)1, the
label on each assembled bicycle, which
may consist of a hang tag, is required
to be at least 6.4 cm. (2.5 in.) by 17.8
cm. (7 in.) with the labeling statement
in capital letters at least 0.6 cm. (0.25
in.) high.

(b) Because of variances in the man-
ufacture of hang tags, a finished tag,
ordered to' the specifications of
§ 1512.19(d)(1), may be slightly smaller
than . the minimum specifications,
However, the Commission finds that
hang tags with either length or width
dimensions (or both) of no.more than
0.32 cm. (a in.) less than the pre-
scribed requirements adequately pro-
vide the requisite degree of conspicu-
ousness to consumers.

(c) Therefore, the Commission will'
consider bicycles otherwise in compll-

-ance with the provisions of Part 1512
to be in compliance with the require-
ments as to length and width of hang
tags used to comply with labeling re-
quirements under § 1512.19(d)(1) for
purposes of enforcement if:

(1) The hang tag is correctly labeled
with the required statement under
§ 1512.19(d), and

(2) The hang tag meets all of the'la-
beling conspicuousness, legibility, and
type size requirements of
§ 1512.19(d)(1), and

(3) It can be documented that the
hang tag was ordered to the correct
specifications but; due to a manufac-
turing variance, is no more than 0.32
cm. (1/a in.) smaller in either or both of
its linear dimensions than the require-
ments of § 1512.19(d)(1).
(Sec. 10(a), 74 Stat. 378: 15 U.S.C. 1209(a).)

Dated: December 15, 1978.

SADYE E. DUNN,'
Secretary, Consumer Product

Safety Commission.

EFR Dce. 78-35447 Flied 12-21-78: 8,45 am]
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DEPARTMENT OF LABOR

Occupational Safety and Health Administratin

[29 CFR Part 1910]

[Docket No. S-0041

OCCUPATIONAL SAFETY AND HEALTH
STANDARDS

Means of Egress; Hazardous Materials and Fire
Protection; Proposed Amendments and Revi-
sions

AGENCY: Occupational Safety and
Health Administration (OSHA), U.S.
Department of-Labor.

ACTION: Proposed Rulemaking.

SUMMARY:' This notice contains pro-
posed changes to three subparts in the
present OSHA safety standards found
in 29 CFR Part 1910. The specific sub-
parts to be amended or revised are
Subpart E-Means of Egress, Subpart
H-Hazardous Materials, and Subpart
L-Fire Protection.

The standards in Subpart E regulate
the means of egres8 (emergency exits)
from workplaces. The standards in
Subpart H regulate the storage, han-
dling and use of compressed gases
(oxygen, hydfogen, and acetylene),
flammable and combustible, liquids,
coating, operations using flammable
and combustible liquids (spraying and
dipping), explosives and blasting
agents, and the storage and handling
of liquefied petroleum gases and anhy-
drous ammonia. The standards in Sub-
part L regulate portable fire suppres-
sion equipment (portable fire extin-
guishrers and standpipe systems); fixed
fire' suppression systems (automatic
sprinkler systems and various other
fixed extinguishing systems), and local
fire alarm signaling systems. ,

In Subpart E, OSHA proposes to
change the wording of § 1910.37(n) to
reference the applicable section of the
proposed revision to Subpart L. Fur-

-ther, OSHA proposes to add two new
definitions for terms used in Subpart
E. Finally, OSHA proposes a new sec-
tion, "Employee Fire Safety Plans,"
which would regulate the emergency
action plan and the fire prevention
plan that would be required in the
proposed revisions to Subpart L. The
changes proposed for Subpart E are
predicated upon the proposed revi-
sions to Subpart L. If the applicable
sections in the proposed' revisions to
Subpart L are not adopted, these
changes to Subpart E would not be
necessary.

In Subpart H, OSHA propbses to
amend the wording of certain provi-
sions by changing the current refer-
ences to certain National Fire Protec--
tion Association (NFPA) standards to

PROPOSED RULES

references to the applicable sections of-
the Subpart L proposal. These
changes are necessary to coordinate
referencing between Subparts H and L
and will eliminate incorporation by
reference in Subpart H., The Subpart
H amendments, like those in Subpart
E, are predicated upon the proposed
changes to Subpart L.

In Subpart L, OSHA proposes to
revise the present subpart for two rea-
sons. First, it is necessary to update
the present provisions which have
been in effect since 1971. Since 1971
several changes have been made to the-
source national consensus standards
and OSHA has received extensive com-
ments from many affected parties con-
cerning the effectiveness, applicability
and felevance of the existing stand-
ards. OSHA's enforcement eicperience
has revealed difficulties with certain
provisions of Subpart L. Second, the
Secretary of Labor and the Assistant
Secretary for Occupational Safety and
Health have expressed their commit-
ment to undertake a thorough review
of the agency's regulatory policy and
to redirect its efforts toward more sig-
nificant sa ty and health* hazards.
'This-proposal is part of that continu-
ing comnnitment to reexamine' the
agency's regulatory activites and to set
standards which more effectively
achieve the goal and purpose of the
Occupational Safety- and Health Act.

DATES: Comments on these proposed
rules must be received by March 16,
1979.

Requests for a hearing must also be
received by March 16, 1979.
ADDRESS: Comments and requests
should lie sent to: Docket Officer,
Docket S-004, Room S6212, U.S. De-
partment of Labor, Washington, D.C.
20210.
FOR FURTHER INFORMATION
CONTACT:

-Mr. Michael B. Moore, Occupational
Safety 'and Health Administration,

,Room N-3463, U.S. Department of
, Labor, Washington, D.C. 20210, 202-

523-7225.

SUPPLEMENTARY INFORMATION

I. HISTORY.

Under section 6(a) of the Occupa-
tional Safety and Health Act of 1970
(the Act), Congress directed OSHA to
promulgate safety and health stand-
ards from existing national consensus
standards and - established Federal
standards. On" May 29,- 1971, OSHA
promulgated its first occupational
safety and health standards in 29 CFR
Part 1910 (36 FR 10466). Subparts E,
H, and L were included in-this publida-
tion and became effective on August
27, 1971 and February 15, 1972.

After the initial standards package
was promulgated, OSHA found it nec-

essary to amend specific provisions of
the stahdards. For example, on Janu
ary 9, 1974, at 39 FR 1437, Table L-3
in Subpart L was amended to permit
12-year hydrostatic test Intervals for
fire extinguishers with aluminum
shells and § 1910.158(b)(3) was
changed to extend the maximum
lengths of fire hose to be used on
standpipe systems. These changes
were made to permit acceptable alter-
natives to the practices required In the
standards.

During this period of time, OSHA
received petitions calling for the rec.
ognition of other methods of providing
employee safety than those contained
in the original set of standards and for
the amendment of its standards to
cover only occupational safety and
health concerns.In 1975, OSHA decided to review
Subpart L to determine if revision was
necessary. A revision would reflect the
changes made In the source national
consensus standards and would re,
spend to the petitions which had been
received. On April 23, 1976, OSHA
published a notice in the FEDERAL REO-
ISTER at 41 FR 17255 announcing a
standards revision procedure and re-
questing information and participa
tion in public meetings relevant to re-
vising Subpart L. The agency raised
several general and specific issuds at
that time and invited the public to
submit written comments on the issues
presented prior to June 23, 1976, That
deadline was later extended to July 20,
1976. In addition to the request for

,written comment, the agency held
three separate public meetings In San
Francisco, Dallas, and Boston during
June 1976. The purpose of those meet-
ings was to afford the public an oppor-
tunity to present oral as well as writ-
ten comments concerning the issues
raised in the April 23, 1976 FEDERAL
REGISTER notice. The written com-
ments recelved and the transcripts of
these meetings and related exhibits
have been entered into the OSHA
record for this proposed rulemaking.

Upon completion of the public meet-
ings and the close of the comment
period, OSHA reviewed all the data
presented and determined that the re-
vision of Subpart L was necessary,

This notice contains proposed revi-
sions and is applicable only to general
industry workplaces. The maritime,
construction and agricultural indus-
tries are covered by standards In sepa-
rate parts of Chapter XVII of Title 29
of the Code of Federal Regulations.

In early 1977, OSHA initiated a pro-
gram to revoke certain general Indus-
try standards which were determined
to be unrelated to employee safety. In
genei al, the standards selected for re.
voction were among those which were
obsolete or inconsequential, concerned
with comfort or convenience, directed
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toward public safety or property pro-
tection, Subject to enforcement by
other regulatory agencies, contingent
on manufacturers' approval or recom-
mendations, encumbered by unneces-
sary detail or adequately covered by
other general standards. The list of
proposed revocations was published in
the FEDERAL REGISTER at 42 FR 62734
on December 13, 1977 and the public
was given an opportunity to present
their views on the proposal. Certain
provisions of Subparts E, H and L con-
tained in this notice of proposed rule-
making were included in the Decem-
ber 13, 1977 notice.

On October 24, 1978 OSHA pub-
lished a notice in the FEDERAL REGIS-
TER at 43 FR 49726 revoking certain
standards which OSHA determined
could be revoked without adversely af-
fecting employee safety and health.
The standards which were revoked on
October 24, 1978, have not been ad-
dressed in this notice.

II. BACKGROUND

(I) PH.OSoPHY

During the development of this pro-
posal many persons have questioned
the need for a standard covering fire
protection equipment and practices in
the workplace.-

There are two contrasting points of
view concerning OSHA's involvement
in fire protection in the workplace.
The first is that the hazards to em-
ployees when they .are permitted to
fight fires with equipment required by
OSHA is too great and that employees
.should be evacuated from the fire
scene to prevent injury or loss of life.
Proponents of this philosophy believe
that in requiring fire protection equip-
ment, OSHA permits employees to be
eiposed to a hazardous situation and
that this is contrary to the purposes of
the Act. These persons believe that
firefighting is better left to the munic-
ipal or county firefighter.

The second point of view is that
some fire protection by trained em-
ployees is necessary for the welfare of
the employee, the employer and the
economy. The proponents of this phi-
losophy believe that since firefighting
is necessary to protect life and proper-
ty, the tools and equipment to be used
by trained employees should be regu-
lated so that they are maintained and
installed in a safe and reliable manner.

OSHA believes that there is a defi-
nite life safety hazard associated with
fire in the workplace. OSHA recog-
nizes that there is a need for employ-
ees to fight fires in workplaces, espe-
cially where no public fire protection
service is available or where available
service is inadequate. The purpose of
Subpart L is to provide standards for
fire protection equipment and prac-
tices so that employees are protected
from the hazards associated with fire

in the workplace when the employees
must provide fire protection services.

(2) ISSUES
In its FEDERAL REGISTER notice of

April 23, 1976, OSHA raised several
issues related to safety and fire protec-
tion. The notice requested written
comments on the issues.

Comments received in response to
the notice where used in the develop-
ment of this proposal. OSHA now in-
vites comments on this proposal to
assist in the development of the final
standard.

A summary of the major responses
to the April 1976 FEDErA. REGIsm
notice is given below:

1. Whetherparticular standards con-
tained in Subpart L should be revoked
because they have little, if any, rel-
evance to employee safety in the work-
place and relate to property protection
or safety of the general public? OSHA
received many comments addressing
this issue. Most of the comments sup-
ported revision of the subpart rather
than a total revocation. The comments
calling for total revocation stated that
the standards in Subpart L are proper-
ty protection oriented and lack rel-
evance to employee safety. The com-
ments calling for revision recognized
the need for the standards, but cited
several problem areas and difficulties
such as out-of-date standards. OSHA
is proposing to revise the standards
and believes that most of the property
protection oriented standards have
been revoked through the F'sAsL
REGISTER notice published on October
24, 1978. This proposal should elimi-
nate all other property protection
standards.

2. Whether particular provisions of
the standards need simplification or
clarification? Almost all of the com-
ments received on this issue called for
simplification and clarification. Com-
ments substantiate the position that
simplified standards would require less
interpretation by eliminating ambigu-
ous language. This in turn would lead
to more uniform enforcement. In light
of the comments and in furtherance of
OSHA's commitment to promulgate
more effective standards, OSHA be-
lieves that Subpart L should be revised
to be clearer and easier to understand.
We have included a proposed appendix
to enhance understanding of Subpart
L

3. Whether particular provisions of
Subpart L should set forth specifica-
tions which must be met by employers
or should, rather, require a level of per-
formance which would ensure employ-
ee safety without requiring specific
means of meeting that performance
level? The majority of comments re-
ceived on this Issue called for perform-
ance-type standards. Supporters of
performance language cited the flexi-

bilLty provided by such language as
being advantageous. Those corn-
menters who wanted specification-type
standards indicated that they wanted
to be told specifically what to do. In
order to attain a goal of flexibility
OSHA is proposing a performance-
type revision to Subpart L. For those
persons who want to know exactly
what to do to assure they are in com-
pliance, OSHA proposes a nonmanda-
tory appendix of compliance guide-
lines.

4. Whether there are any gaps in
OSHA's coverage of fire protection
which could lead to unsafe working
conditions? Several gaps were identi-
fied in the comments. The two most
frequently cited were the lack of train-
ing for persons expected to use fire
protection equipment and the lack of
personal protective equipment stand-
ards for fire brigade members. OSHA
has addressed all of the gaps Identified
in the comments.

5. How should ANSI and NFPA
standards be utilized in Subpart L?"
Most commenters stated that OSHA
should continue using the national
consensus standards but that we
should incorporate them by reference.
Other commenters cited OSHA's in-
ability to keep up with current edi-
tions of the source standards as being
disadvantageous to the program.
OSHA is proposing to use the source
standards as nonmandatory compli-
ance guidelines and to include them in
the appendix to the standards. These
guidelines would supplement the per-
formance-type standards proposed in
the revision. As discussed more fully
below, since these guidelines are non-
mandatory and only established one of
several possible ways of complying
with the mandatory performance
standards, they could be changed or
added to as new procedures are devel-
oped without rulemaking.

6. Whether Subpart L should, in and
of itself, require the use of fixed and
portable fire suppression and alarm
systems and euipment, or whether it
should simply be referenced when fire
protection devices are required by
other OSH4 standards? Comments
stated that OSHA's fire protection
standards should apply only to those
systems required by the present Sub-
part L standards.

OSHA is proposing that Subpart L
contain the design and installation cri-
teria for fire protection equipment
and systems. The proposed standards
could be referenced for their criteria
when fire protection systems or equip-
ment are required in OSHA standards.
For ,example, If an OSHA -standard
were to require the installation of a
particular fire protection system, that
standard could reference Subpart L
for design and installation criteria in-
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stead of having -to state them in the
standard. -

7. Whether OSHA should: continue to
allow the use of inverting type porta-
ble fire extinguishert? Some com-
menters stated 'that OSHA- should
phase-out these types- of units. Other
comenters- stated that only certain
types of these units should be phased
out. However, some comments stated
that the units are not hazardous as
long as. they are properly inspected
and maintained. OSHA agrees' with
those commenters who believe that
certain units are'not hazardous" if
properly maintained' and inspected;
'however, other types. of units can be
subjected to metal fatigue and creep
under the pressure-of hydrostatid test-
ing or use. It is this type of fatigue
that can lead to rupture of the unit
and possible injury 6r death to em.-

- ployees. For this reason OSHA has
proposed the phase-out of soldered or
riveted shell inverting-type units.

8. Whether OSHA should prohibit
carbon tetrachloride and chlorobromo-
methane? The majority of commenters
called for the prohibition of these
units because of the toxic byproducts
which are generated when the agent
strikes hot metal surfaces. The agents
have alsol been shown to be toxic when
inhaled, absorbed or otherwise taken
into the body. Injury data received in
support of the comments, further sup-
ports prohibition. Only a few- com-
ments state there is no hazard associ-
ated with these chemicals'if they are
used in properly 'ventilated areas.
OSHA agrees with -the majority of
commenters and is proposing the pro-
hibition of the use of these chemicals
as extinguishing agents because of
their toxicity. In addition, other safer
agents are readily available.

9. Whether OSHA should require a
mounting height of portable fire extir-'
guishers and, if so, what should it be?
In the FEDERAL REGISTER noticeof Oc-
tober 24, 1972, OSHA revoked para-
graph 1910.157(a)(6) which required a
specific mounting height for portable
fire extinguishers. OSHA is proposing
a performance requirement that port-
able fire extinguishers be accessible to
employees.

10. Whether OSHA should accept
fixed automatic fire extinguishing sys-
tems in lieu of portable fire.extinguish-
ers? Comments indicated that portable-
equipment complements fixed systems
and should be used in, conjunction
with fixed systems. OSHA is proposing
a set of standards which would be ap-
plicable to both fixed and portable ex-
tinguishing" systems. The appropriate
system to be used in any particulir
case would depend on the specific
hazard situation and on the require-
ments. of the standards. covering the
type of situation. ,

- -'FEDERAL
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IL Whether portable fire extinguish-
ers should be required only along, the
means of egress routes so that, they
should only be used to aid employess
in escaping from 'the hazards? Many
comments stated that portable units
should be distributed throughout, the
workplace because more, effective pro-
tection is provided through shorter
travel distances. Other comments
stated that employees retrieving units
mounted along the means of egress
would interfere with orderly evacua-
tion, of other employees. OSHA agrees
with those commenters who believe
that such placement would interfere
with the evacuation -of employees.
Further, placement of extinguishers
along the means of egress could lead
to placement of units throughout the
workplace' because, for some employ-
ees, the means of egress would carry
them through'the, building. Therefore,
OSHA is, proposing to, require the
placement of fire extinguishers at lo-
cationg where they will be readily ac-
cessible to employees who are to use
themn. This would include- special hand
trucks or powered vehicles located
where members of the plant fire bri-
gade can reach, them at the time of a
fir& emergency.

12-. Whether OSHA should require
variable stream nozzles with shut-offs?
The majority of comments received on
this issue. indicated the need for shut-
off nozzles to give employees control
of the, water supply at the nozzle-end
of a hose line. Employee injury due to
contact with "whipping" hose can
-occur when- employees lay a flowing
,open bore-nozzle on the ground. Other
commenters believed that open bore
nozzles can provide adequate employee
safety if used by trained employees.
OSHA is proposing to require shut-off
nozzles because they give the nozzle
operator, more control of the water
supply. While a variable stream nozzle
having the capability to vary a water
stream, from a fog to, a. straight stream
provides a highly effective piece of fire
fighting equipment. OSHA does not
believe they are necessary- in all instal-
lations Therefore. OSHA is not pro-
posing a requirement for variable
stream nozzles.

13. Whether OSHA should accept a
hose system in liem of portable fire ex-
tinguishers, and, if so, what type?
Many-. comments stated -that small-
hose (1-V') installed in accordance
with: the applicable NFPA standard
can, provide .employee protection
equivalent to that provided by porta-
ble fire extinguishers. Supporters
cited factors such as increttsed water
supply, anid extended reach of the hose
stream as advantageous. OSHA is pro-
posing to accept portable fire hose sys-
tems in lieu of portable fire, extin-,
guishers sincefire hosisystems have a
greater wate., supply. and..because of

the extended range of the hose sys.
tems over portable fire extinguishers
covering the same area.

14. Whether unlined linen or hemp
hose should be prohibited 'by OSHA?
Some comments called for the prohibi-
tion of such hose because existing
standards do not contain adequate re-
quirements for inspection and mainte-
nance of standpipe hose systems.
Other comments stated that such hose
is adequate If properly maintained and
inspected. OSHA is proposing the pro-
hibition of such hose when It becomes
defective ind can no longer provide
service.

15. Whether OSHA should establish
maintenance and' testing requirements
for fire hose, and if so, what should
they be? Many comments called for
some type of maintenance and testing
requirements to assure the reliability
of the hose. Comments cited field ex-
perience with fire hose which contains
holes caused by poor maintenance. To
limit the possibility of employee
injury due to the existence of defec-
tive hose, OSHA is proposing to adopt
the appropriate requirements of tho
NFPA standards for maintenance and
inspection of fire hose.

16. Whether total flooding systems
using agents hazardous to employees
should be regulated by OSHA; and, if
so, whether predischarge ala rms, evac-
uation and rescue plans, and mainte-
nande requirements should- be act-
dressed? Comments supported the
need for safety devices on total flood-
ing systems to ensure employee safety
in- areas protected by total flooding
systems using hazardous agents. Corn-
ments suggested the use of iuch d-
vices as predischarge alarms and
rescue equipment. Where there Is the
possibility of employee entrapment in
areas which are protected by this type
of fixed systems, OSHA Is proposing
to require predischarge alarms, In-
struction signs, and employee rescue
equipment. In order to assure the reli-
ability of this equipment, OSHA Is
also proposing maintenance and test-
ing requirements for the equipment.

17. Whether OSHA should allow al-
ternatives to manual pullbox alarms
such ,as whistles, voice, visual or tac-
tile communication systems? Almost
all of the comments addressing this
issue supported alternative methods of
providing employee alarms. Comments
gave examples of the appropriateness
of visual alarms in areas where per-
sons have difficulty hearing and tac-
tile alarms where persons may be
unable to see or hear present alarm
systems. Other comments stated that
alarms such as steam whistles and air
horns are in use at the present time
and can provide adequate safety. In
consideration of the comments. OSHA
is, proposing to accept alternative
alarm systems.
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18. Whether OSHA -equirements for
frequent tests of fire alarm signal sys-
tems are necessary when the systems
are provided with supervisory cir-
cuits? How often should unsupervised
systems be tested? Several comments
started that the weekly test require-
ment is too burdensome because of its
frequency. Comments suggested that
the test interval be every two months.
In recognition of the comments pre-
sented, OSHA is proposing a two-
month test interval for all alarm sys-
tems. .This would assure the reliability
of the system without presenting an
unnecessary burden on employers.

19. Whether a single universal fire
evacuation sign'al should be required,
and if so, what should it be? Com-
ments addressing this issue urged
OSHA to delay such a requirement as
it is still being studied and debated on
an international level. As there has
been no determination made of what
type of signal would be required and
because installation of such a signal
would involve retrofitting existing
workblaces, OSHA has not proposed a
single universal fire evacuation signal
at this time.In addition to the above issues on
which OSHA invites further public
comment, several other issues are also
relevant to the proposal. Therefore,
OSHA is also seeking comment, infor-
mation and evidence on the following
issues:

a. Whether employees should be per-
mitted to be exposed to concentrations
of slightly toxic extinguishing agents
and, if so, what should the maximum
exposure level be?

b. Whether smoke-vents can contrib-
ute to employee safety during a fire

- emergency?. If so, should OSHA have
requirements for them?

c. Whether portable fire extinguish-
ers should be permitted to be placed

- directly on the floor surface in certain
locations where the floor remains dry
and free of corrosive agents?

d. Whether single source water sup-
plies for sprinkler, standpipe, and
water spray systems are adequate for
employee safety and, if so, in what
type of workplaces?

e. Whether OSHA should phase-out
all types of soda-acid and foam invert-
ing-type extinguishers or only those
with riveted or soldered brass shells?

f. Whether' small garden type or
booster type hose (%" to 1") can pro-
vide adequate fire control for incipient
stage fires in lieu- of small hose (1h")
as proposed in this standard?

g. Whether the impact testing of
heal protective devices in accordance
with the NFPCA document, "'Model
Performance Criteria for Structural
Fifefighters'-Helmets, August 1977" is
adequate with respect to impact, at the
top of the head protective device, or
should OSHA, in addition, continue to

require impact testing in accordance
with ANSI Z89.1. Requirements for In-
dustrial Head Protection?

h. Whether the circulating air oven
test for heat resistance of protective
head devices as contained in the
NFPCA' document, "Model Perform.
ance Criteria for Structural Fire-
fighters' Helmets" is adequate or
should the test procedure be more de-
tailed?

I. Whether the proposed training re-
quirements for brigade members are
adequate and, If not, what constitutes
an adequate training program for
members of a fire brigade?

J. Whether OSHA should establish
test procedures and performance
levels for high temperature criteria for
self-contained breathing apparatus
used by firefighters and, if so, what
should they be?

k. Whether the proposed standard
for fire brigades should include test
criteria for gloves which address cut
resistance and thermal Insulation
against radiant heat energy? If the
test criteria should be included, is the
test method contained in the NIOSH
publication "Development of Criteria
for Firefighters' Gloves, Volume I:
Glove Criteria and Test Methods,
1976" sufficient, or should other test
criteria be developed?

1. Whether OSHA should require all
total flooding extinguishing systems
to be equipped with supervisory moni-
toring systems?

(3) THE ST TMiA'S ZMV FORMT

OSHA is proposing a new format for
the standards which are being revised.
The format is presented for the first
time in this proposal and consists, in
general, of performance type stand-
ards accompanied by a nonmandatory
appendix of compliance guidelines and
additional Information. This new
format has been developed as a result
of OSIA's efforts,to promulgate per-
formance type standards while provid-
ing specific compliance guidelines and
as a response to suggestions offered by
the public during the comment period
following OSHA's April 23, 1976 notice
in the FEraRL REGisTER.

OSHA -has received considerable
comment in the past about the prob-
lems associated with standards which,
for example, set specific mounting
heights for fire extinguishers, specific
heights for guardrals, specific dis-
tances between flammable liquid stor-
age tanks and other similarly detailed
specifications. Many of the com-
menters have complained about the
extra expense they have incurred
when moving extinguishers or raising
guardrails mere inches to comply with
OSHA standards when the method

-they had previously used provided
adequate employee safety. In order to
resolve many of the problems assoclat-

ed with specification standards, OSHA
has considered using performance
type standards whenever possible or
otherwise provide flexibility for com-
pliance In this proposal. -

However, there are cases when spec-
fications are necessary to achieve the
goals of employee safety. Some cont-
menters have complained that their
biggest problem with OSHA standards
Is not knowing exactly what is expect-
ed of them. These commenters ndicate
they need specifications to be able to
measure their success In complying
with OSHA's standards and to mini-
mize different interpretations. Gener-
ally, these commenters are small busi-
nesses without the safety expertize
found In larger corporate safety staffs.
In order to provide the employer and
employee with additional information
and to provide guidelines for compli-
ance, OSHA s considering the use of a
nonmandatory appendix containing
various methods of compliance that an
employer could use to comply with the
intent of the OSHA standard.,

OSHA is presenting this proposal in
the new format so that interested par-
ties may comment on the usefulness
and practicality of such a format. The
mandatory standard Itself would con-
tain performance or goal-oriented lan-
guage directed at providing compli-
ance flexibility and the nonmandatory
appendix would contain guidelines di-
rected at providing some methods of
compliance which would meet the
intent of the OSHA, performance
standard.

It is emphasized that the appendix is
nonmandatory and is provided for
guidance. It Is intended to provide
useful, explanatory material and in-
formation to employers and employees
to aid in understanding and complying
with the standards. The information
contained In the appendix does not
create any additional obligations or
detract from any obligations of the
standard. In view of the nature of the
appendix, changes could subsequently
be made without rulemaking..

III. SUw=ARY AxD EXPLANA iON OF THE
PROPOSAL

(1) SoPART E-MEANS OF EGRESS

Section 1910.35-Definition. OSHA
is proposing to add two new defini-
tions to § 1910.35. In new paragraph
(i), OBSA proposes to define the term
"emergency action plan." In Dara-
graph (J), OSHA proposes to define
the term "emergency escape." These
paragraphs define new terms used in
the proposal.

Section 1910.37-Means of egress,
general OSHA Is proposing to amend
paragraph 1910.37 (n) to reference
Subpart L for maintenance and testing
criteria for fire alarm signaling sys-
tems. This proposal would eliminate
the need for employers and employees
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to refer to, a second document to deter-
mine the requirements.

Section, 1910..8--Emplbyee emergen-
cy plans. Section 19-1f.3g is presently
titled f'Specific mean of egress- re-
quirements. by- occupancy" and is re-
served. OSHA proposes to change the
title to. "Employee emergency- plans"
and toi propose standards - in this- sea-
tiorsfor employee action plans and fre
prevention. plans.
, In paragraph (a), Emergency action
plans, the proposal contains the stand-
ards necessary for the employer to: de-
velop an emergency action. pIan which
would satisfy the exemptiorn criteria in
§,1910L157- or other requirements of
Subpart L. The emergency action plan
would consist of and address all desig-
nated actions and duties incumbent
upon 'employers' and employees, to
ensure employee safety during an
emergency evacuation from a work-
place- where an emergency hazard
exists. The proposed section, contains
requirements for the plan's elements
and its -implementation. It also calls
for alarm, systems, training,- and total
or partial evacuation at the time of
emergency.

In paragraph (b), Fire prevention
plan, the proposal contains the stand-
ards necessary to minimize unwanted
fires in the workplace. It would ad-
dress all areas of the workplace where
combustibles may accumulate in order
to control or prevent the likelihood- of
unwanted fire. The proposed section
contains the elements of a fire preven-
tion plan and requirements for house-
keeping, training and maintenance of
fire suppression systems. ,

These two new paragraphs are nec-
essary to provide'. regulatior of em-
ployee fire safety plans which carr be
used' In complying- with the proposed
requirements of Subpart L

(2) SU3PATm H-11-HAzROUS W.AERIALS

Section: 1910.07-Spray .finishing
using flammable and com5ustibte ma-
terials. In paragraph 1910.I07CDCI)
OSHA proposes to change the refer-
enced standard from N4FPA 13-1969 to
29 CFR 1910.159-

Section 1910.108-Dip tanks con-
taining Jfammable or combustible liq-
uids- In paragraph 1910.108(g)(1)
OSHA proposes to change the refer-
enced standard from. NFPA 10-1970 to
29 C R 1910.157-

In Paragraph 1910.108(g)(2) OSHA
proposes to change° the. referenced
standard from NFA 15-1969- to, 29
CFR 1910.163.

In Paragraph 1910.108Cg)(3) OSHA
proposes to change- the referenced
standard from'NFPA 11-1970 to 29
CPR 1910.163.

In Paragraph 1910-.108(g)C4) OSHA
proposes to change the., referenced
standard from NFPA 12-1968 to 29-
CFRI 1910. 162.
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In Paragraph 1910.108(g)(5) OSHA
proposes to change the referenced
standard from NFPA 17-1969 to 29
CF. 1910-16L

Section 1910.109-Explosive and
blasting "agents. In . paragraph
1910-.09(i)(7)(i) OSHA, proposes to
change the, referenced standard from
NFRPA 13-1969 to 29, CFR 1910.159.
. In. Paragraph. 1910.109(1)(7)(il) (a)
OSHA proposes to change the refer-
enced standard- from NFPA 10-1970
and NFPA 14-1970 to 29 CFR. 1910.157,
and 29 CFR 1910.158 respectively.
o All of the- above changes to Subpart
H, Hazardous Materils, are made for
simplification and clarification of the
standards and to eliminate the need
for employers and employees to refer
to a; source apart.from other OSHA
standards.

(C) SUBPART L-rFIRE PROTECTION

Section. 191056--Definffions.
OSIHA proposes. an expansion to this
section to contain not only the present
definitions but. aIsor-the' scope and ap-
plication statements. for the subpart.
This addition- is necessary to make
clear that the revised Subpart L ap-
plies only to,workplaces in general in-
dustry and does not apply to the con-
struction and maritime industries
which are subject to fire protection re-
quirements in, their respective parts.

Further, OSHA proposes definitions
for the following terms: Aqueous film-
forming foam, approved, automatic
fire detection device, combination d6-
tector, flame detector, heat- detector,
line-type detector,, other fire detectors,
smoke detectors,. spot-type .detector,
carbon dioxide discharge alarm, dry
chemical, dry powder, education, ex-
tinguisher classification, extinguisher
rating, fixed extinguishing system,
foam. -gaseous- agent,. Halo-- 1211,
Halo. 1301, inspection; local applica-
tion system, maintenance, multipur-
pose dry chemical, pre-action or pre-
discharge alarm., sprinkler alarm,
sprinkler system, Class7II standpipe
system, Class III standpipe system,
total flooding system, training, after-
flame, basic plane, buddy- breathing
device, fire brigade, flame resistance
helmet, incipient stage fire, interior
structural fire fighting lining, outer
shell, positive pressure breathing ap-
paratus, quick disconnect valve, and
vapor barrier. The above definitions
would clarify and simplify certain
.terms in the proposed revision. .

Section. 1910-157-Portable Fire Ex-
tinguishers. As a. result of the com-
ments received. OSHA is proposing
substantial changes to. the existing
format of this section. It is noted that
this section requires that. portable fire
extinguishers be installed in all work-
places, unless the workplace comes
ivithin the limited exemption provided
in paragraph (b) of this section.

The proposed changes reflect, our ef-
forts- to elimin4te those standards
which are advisory or which bear little
relevance to employee safety.

In order to accommodate the pro-
posed changes to this standard, OSHA
has found It necessary to reorganiize
certain existing paragraphs so that
new paragraphs can be placed where
they most logically belong, The pro-
posed reorganization of § 1910.157 Is as
follows:

Paragraph (a), "General require-
ments," would become, paragraph (a),
"Scope and application."

Paragraph (b), "Selection of extin-
guishers," would become paragraph
(b. "Exemptions."

Paragraph (c). "Distribution of pprt-
able fire extinguishers." would become
paragraph, (c). "General require-
ments."

Paragraph (d), "Inspection, mainte-
nance, ahd hydrostatic testing." would
become paragraph (d). "Selection and
distribution."

A new. paragraph (e) would be added
and would be titled "Inspection, main-
tenance and, testing"

A new paragraph (f) would be added
and would be titled "Hydrostatic test
ing"

Anew paragraph (g) would be added
and would be titled "Training and edu-
cation."
OSHA proposes. a new scope and ap-

plication paragraph for paragraph (a)
of. this section. The new paragraph
would establish which provisions of
the section are applicable to fire extin-
guishers installed on the inside of
workplace buildings and structures
and which provisions are applicable to
units Installed on the outside of work-
place buildings and structures. Porta-
ble fire extinguishers which are locat-
ed- inside would be subject to, the
entire section whereas extinguishers
for ,employee use installed outside
would only have to-meet the mainte-

'nance, inspection, and testing require-
ments of this section. The reason for
the lihited coverage of the outside ex-
tinguishers is that. the hazard to em-
ployees that is presented by the build-
up of toxic gases, smoke, and heat on
the inside of workplace buildings and
structures is not present in the exteri-
or work environment.

In the nev paragraph (b), Exemp-
tions, OSHA proposes to provide an
exemption from the requirements of
this section for those employers who
select the option for total evacuation
at the time of a fire emergency. Many
comments have suggested that such
an optional exemption should be ac-
ceptable for' those employers who
would rather evacuate all employees
than permit, them to fight flres., To
obtain an exemption from this section,
the. employer would have to develop
and implement an effective fire safety
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program which would include the total
evacuation of all employees from the
workplace at the time of a fire emer-
gency. In such cases the provision of
portable -ire -equipment in the work-
place would obViously not be for em-
ployee use and therefore OSHA would
have no need to require or regulate
that equipment.

However, in all cases where the em-
ployer- has provided portable extin-
-guishers in the workplace, OSHA be-
lieves that some type of control on the
maintenance, inspection, testing and
distribution of those extinguishers is
necessary to assure employee -safety
and health. It is in those cases that
this section is necessary and -relevant
to employee safety and health.

In paragraph 1910.157(c)(1) OSHA is
proposing to permit the mounting of
portable fire extinguishers at any loca-
tion, provided they are easily accessi-
.ble to -employeees without subjecting
the employee to the possibility of
injury. To do this, OSHA Is combining
the wording of several of the present
standards into one performance type
standard.

In paragraph (c)(2).OSHA is keeping
its present requirement that all extin-
guishers be approved for their expect-
ed use. There are no proposed changes
to this requirement.

OSHA, in paragraph (c)(3), is pro-
posing for the first time, the prohibi-
tion of carbon tetrachloride and chlor-
obromomethane extinguishing agents.
This proposed prohibition is based on
the toxicity of 'these two .vaporizing
liquids when they are used in extin-
guishing fires.

Paragraph (c)(4) contains OSHA's
present requirement that extinguish-
ers be maintained intully charged and
operable condition and kept in their
designated place at all times except
during use. There are no proposed
changes to this requirement.

In paragraph (c)(5) OSHA is propos-
ing a phaseout of certain extinguish-
ers which operate by inverting the ex-
tinguisher to initiate .an uncontrolled
pressure generating chemical reaction
to expel the agent. This type of extin-
guisher, commonly referred to as the
soda-acid type, has been shown to
cause severe injury and, in some cases,
death to the operators when the extin-
guisher ruptures during use.

In paragraph (d) OSHA is proposing
to permit as much flexibility in extin-
guisher selection and distribution as
possible while assuring employee
safety, and health. Many of the pre-
sent standards have been eliminated
because they only contain suggestioris
and because they bear little or n6 rel-
evance to employee safety.

The most significant change in the
selection and distributiofi portion of
the standard is the transfer of the ex-
tinguisher distribution tables to the

appendix. OSHA proposes to keep the
maximum employee travel distances to
an extinguisher the same as In the
present standard; however, OSHA is
deleting distribution requirements
based on square feet area because.
travel distances provide sufficient
guidelines for distribution.

Paragraphs (d)(1) and (d)(2) contain
the Present OSHA standards for Class
A extinguisher travel distance and
general selection criteria. There have
been no proposed changes In these re-
quirements.

OSHA is proposing in paragraph
(d)(3) to recognize small hose stations
as acceptable substitutes for Class A
portable fire extinguishers.

OSHA believes that, for the purpose
of employee safety, small hose stations
can provide protection equal to or
better than that of a Class A unit and
for that reason total substitutioni is ac-
ceptable. OSHA believes that those
employees who have been designated
and trained as fire brigade members
can put a small hose station into serv-
ice and extinguish or control an incip-
ient stage fire as well as they could
with Class A portablV fire extinguish-
ers. The small additional amount of
time that It takes to place a hose
system into service is adequately com-
pensated for by the extended range
and discharge times associated with
the hose system.

Paragraphs (d)(4) and (d)(5) contain
the present travel distance require-
ments for Class B and Class C units.
There are no proposed changes to
these requirements.

Paragraph (d)(6) contains a pro-
posed new requirement for a 75-foot
employee travel distance to Class D
extinguishers because previous stand-
ards did not address Class D hazards
and because Class D fires present a
growth rate similar to Class A fires.

OSHA proposes to add a new para-
graph (e) to § 1910.157 which would
contain the maintenance and Inspec-
tion requirements. The proposed Im-
provements to the maintenance and
inspection paragraph have been made
to add certain requirements to further
assure that fire extinguishers provided
in the workplace for employee use are
maintained in a safe condition. By Im-
proving and clarifying the mainte-
nance and inspection criteria, OSHA
hopes to eliminate the potential of
employee Injury due to unsafe fire ex-
tinguishers.

OSHA is proposing a new paragraph
(f) which would contain requirements
for hydrostatic testing. This para-
graph would contain the updated re-
quirements for hydrostatic testing
found in NFPA 10-1977.

OSHA is proposing another new
paragraph (g) which would contain
the new training and education re-
quirements. The need for these new
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requirements was Identified in the
public comments submitted to OSHA.

OSHA Is proposing annual training
and education of employees who are
expected to use portable lire extin-
guishers as part of their work assign-
ment. Training would include educa-
tion and "hands-on: training with
portable units so that employees
would be aware of how an extinguish-
er acts when it Is discharged. Educa-
tion would include instruction in how
extinguishers work and how they
should be operated. Education could
Include either classroom instruction or
paycheck envelope notices.

Section 1910.158-Standpipe and
hose system,. OSHA is proposing to
revise this section to clarify and to
update certain provisions based on
changes to the source consensus stand-
ard.

The proposed changes to this section
would contribute to employee safety
and health by improving the criteria
for the installation and maintenance
of standpipe and hose systems in-
stalled for employee use.

OSHA has found it necessary to re-
organize this section so that the pro-
posed standards follow a logical se-
quence. The proposed reorganization
is as follows:

Paragraph (a), "General require-
ments," would become paragraph (a),
"Scope and application."

Paragraph (b), "Hose outlets" would
become paragraph (b), "Protection of
standpipes."

Paragraph (c), "Water supplies"
would become paragraph (c), "Equip-
ment."

Paragraph (d), "Tests and mainte-
nance" would become paragraph (d),
"Water supply."

A new paragraph (e), '"Tests and
maintenance" would be added.

In the new paragraph (a) OSHA pro-
poses to limit the coverage of the sec-
tion to those Class TT and Class 1I
standpipe systems installed to meet a
particular OSHA standard..

OSHA in not addressing Class I
standpipe systems because standards
related to them were revoked on Octo-
ber 24, 1978.

Paragraph (b) contains the present
standard for the protection of stand-
pipes. There have been no proposed
changes to this standard.

Paragraph (c)(1) contains the pre-
sent standards for hose closets and
cabinets and there are no proposed
changes to the requirement.

Paragraph (c)(2) contains some of
the present standards for hose outlets.
The remainder of the present stand-
ards have either been modified to
meet the most recent edition of the
source standard or have been deleted
because they apply to Class I systems.

Paragraph (c)(3)CI) contains the pre-
sent requirement for attachment of
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fire hose to outlets with the provisions
for Class I service removed. There is
n6 change to the intent of the require-
ment.

OSHA is proposing in paragraph
(c)(3)(ii), a requirement for lined hose.
on hose systems installed after July 1,
1980. The requirement'would permit
continued use of unlined hose on ex-
isting systems until it becomes unserv-
iceable. At that point in time, the un-
lined hose would have to be, replaced
with lined hose. OSHA believes this
requirement would eliminate the prob-
lems associated with poorly main-
tained unlined hose.

OSHA is proposing in paragrak)h (c)
(3) (iii), to limit the length of fire hose
attached to standpipe systems on the
basis of friction loss rather than by
setting specific lengths for lined and
unlined hose. OSHA wants to ensure
that the pressure available at the the
nozzle will be at least 30 psi (297 kPa).
As long as this pressure is available,
the length of the hose is not impor-
tant.

OSHA is proposing in paragraph (c)
(4), a requirement that all standpipe
nozzles be equipped with shutoff noz-
zles after June 30, 1981. This type of
nozzle permits the hozile person to
have better cofitrol over the hose..,

Paragraph (d) would contain the
present requirements for water
supply.'

Paragraph (e)(1)(1) would contain
the present requirements for the hy-
drostatic testing of standpipe systems.
There are no changes proposed to the
present standard.

OSHA is proposing in paragraph
(e)(1)(ii), a requirement for a hydro-
static test of fire hose prior to it being
placed into service. The test would be
conducted with the hose couplings in
place to assure that they have been in-
stalled' correctly. OSHA believes that,
through such a requirement, defects
such as poor coupling installation,
hose manufacture, or leakage can be
Identified prior to use by the employ-
ee.

OSHA is proposing in paragraph (e)
(2), requirements for the maintenance
of standipe systems. OSHA believes
that a maintenance program will
assure that standpipe systems pro-
vided in the workplace for employee
use will be ready for use in the event
of a fire emergency.

Section 1910.159-Sprinkier systems.
OSHA is proposing to revise this sec-
tion to eliminate coyerage of some
types of sprinkler systems even when
they are provided in the workplace
and to update the present standard.

To accomplish this, OSHA must re-
organize this section so that the stand-
ard is presented in a logical sequence.
The proposed reorganization of
§ 1910.159 is as follows:

Paragraph (a), "General require-
ments," Would become paragraph (a)
"Scope and application."

Paragraph (b), "Fire department
connections, ' which has been revoked
would become paragraph (b), "Exemp-
tions."

Paragraph (c), "Sprinkler alarms,"
would become paragraph (c), "General
requirements."

Paragraphs (d) and (e) would be
eliminated.

OSHA is proposing in paragraph (a),
a new scope and application para-
graph.

OSHA has -recognized that some
sprinkler systems are installed solely
for protection of property and stored
materials. Such systems could include
those used for in-rack storage protec-
tion or warehouse storage protection.
'Employee exposure to the fire hazard
in these cases is usually limited if em-
ployees have been instructed to evacu-
ate the workplace immediately upon
sprinkler alarm or discharge. Once the
employees have evacuated the work-
place, the sprinkler systems would be
serving a property protection function.

OSHA does not want to encourage
the shutting down of sprinkler sys-
tems installed only for property pro-
tection which do not meet our present
criteria. Such a step could be taken by
an emploker who cannot afford to
bring a system into full corpliance
with the present OSHA standard.

Therefore, OSHA is proposing in
paragraph (a)(1) to regulate only
thos6 sprinkler systems installed for
employee safety.
'Sprinkler systems installed for pur-

poses such as -extending travel dis-
tances to exits would be an example of
such a system to be covered by this
standard. Sprinkler systems requires
by other OSHA standards would also
be covered by these proposed stand-
ards.

Instead of requiring the employer to
continually update the design of his
sprinkler systems installed prior to the
date of this proposed revision, OSHA
Would in paragraph (a)(2) recognize
compliance with NFPA and NBFU
standards for automatic sprinkler sys-
tems in effect at the time of installa-
tion for all existing automatic sprin-
kler systems as evidence of complying
with the intent of this standard pro-
viding employees are not exposed'to a
recognized hazard.

OSHA is proposing in paragraph (b),
an exemption for those systems in-
stalled for the sole purpose of provid-
ing property protection.

OSHA is proposing as paragraph (c),
those general requirements necessary
to ensure the reliability of a sprinkler
system's design and installation.

Paragraph (c)(1) is a performance
type requirement' which would state
that sprinkler systems be capable of

providing adequate protection and
that only approved equipment and de-
vices be used to comply with the
standard.

Paragraph (c)(2) contains the pre-
sent requirement for proper mainte-
nance of the system. The paragraph
has been rewritten, but does not alter
the requirement.

Paragraph (c)(3) would state that
employers be able to show that proper
acceptance tests have been conducted
on OSHA required sprinkler systems,
Such tests would assure that systems
Operate as designed.

OSHA proposes In paragraph (c)(4),
a requirement for at least one auto-
matic water supply. This is the same
as the present requirement; however,
OSHA further proposes to require
either an auxiliary water supply or an
evacuation plan for protected areas
when the prlmary supply is out of
service. OSHA would also limit auxil-
iary supplies to 'those systems having
more than 20 sprinklers. The new pro-
posed requirements would ensure con-
tinued employee protection in cases
where primary water supplies are un-
available for some reason.

OSHA proposes In paragraph (c)(5),
to permit the attachment, at the end
of sprinkler pipes of wet-pipe systems,
of small hose for' firefighting pur-
poses. The current edition-of the Na
tional Fire Protection Assoclation'aU
Standard for Automatic Sprinkler Sys-
tems, NFPA No. 13-1976, permits such
attachments under certain conditions,

OSHA Is proposing In paragraph
(c)(6), a requirement to protect sprln,
klers from freezing.

Paragraph (c)(7) contains a require.
ment which would require the installa.
tion of sprinkler systems in a manner
which would provide for drainage of
water to enhance maintenance.

Paragraph (c)(8) would prohibit
torch cutting for modifying or repair-
ing sprinkler systems.

Paragraph (c)(9) would contain re-
quirements for the style and type of
sprinklers permitted on certain sys-
tems.

Paragraph (c)(10) would contain the
present requirement for water flow
alarms but would limit the alarm to
systems having more than 20 heads.

Paragraph (c)(11) would provide for
sprinkler spacing and clearances,
OSHA Is proposing a vertical clearance
of 18" between heads and obstructions
below the heads to permit proper dis-
tribution of water.

Paragraph (c)(12) would require a
means of identification of hydraulical
ly designed sprinkler systems.

Section 1910.160-Fixed extinguish-.
ing systems. This section has been re-
written" to include design and installa
tion requirements for all fixed extin-
guishing systems installed to meet
OSHA requirements and' to provide
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clarity and conformity with newer
source standards. It is intended to
place the general requirements for in-
stallation and design of fixed systems
into-one paragraph rather than repeat
them under each specific fixed extin-
guishing systems section. The specific
sections would contain only those re-
quirements which'are relevant to em-
ployee safety and health and which
concern the type of agent used in the
system.

This proposed sectioii contains gen-
eral requirements taken from all of
the present sections on specific fixed
systems and are rewritten for clarity.
There would be no change in the cov-
erage in the present general require-
ments.

OSHA proposes in paragraph (a), a
scope and application statement stat-
ing that this section applies to all
fixed extinguishing systems installed
to meet a particular OSHA standard.
Total flooding systems, which pose a
potential health or safety hazard to
employees, would be covered in all
cases regardless of the reason for
which they were installed. OSHA does
not propose to regulate those systems
installed for property protection and
where there Is no employee exposure.

OSHA is proposing in paragraph
(b)(1), a requirement that fixed extin-
guishing systems and components be
designed and approved for the hazard
they protect.

OSHA is proposing in paragraph
(b)(2) that adequate temporary fire
protection be provided when. an OSHA
required fixed system is inoperative.

OSHA proposes in paragraphs (b)(3)
and (b)(4), certain alarms for the dis-
charge of agent and for the prevention
of re-entry into areas made hazardous
by system discharge.

OSHA proposes in paragraph (b)(5),
the labeling or posting of work areas
which can become hazardous by the
discharge of the fixed system in that
area.

OSIA proposes in paragraph (b)(6),
an annual inspection for each system
to determine if the system is in proper
operating condition.

Paragraphs (b)(7), (b)(8), and (b)(9)
contain requirements found in the pre-
sent standardsfor fixed systems. They
have no proposed changes other than
being relocated to-tliis section.

Paragraph (b)(10) contains a pro-
.posed requirement that employees
designated to inspect, maintain, oper-
ate -or repair fire extinguishing sys-
tems be trained and informed in the
functions they are to perform.

OSHEA proposes in paragraph
(b)(11), a ban on the use of carbon tet-
rachloride and chlorobromomethane
as extinguishing agents in systems
used to meet OSHA standards for the
same reasons as discussed under the
fire extinguisher section. -

Paragraphs (b)(12) through (bX19)
are proposed to provide reliable
system operation and have been
adopted from the NFPA standards ap-
plicable to fixed extinguishing sys-
tems.

OSHA is proposing in paragraph
(b)(20) that the means of egress from
a discharge area be in accordance with
Subpart E of the part.

OSHA also recognizes that there is a
special hazard to employees associated
with total flooding systems. There-
fore, OSHA is proposing in paragraph
(c) of this section to regulate those
total flooding systems with potential
health or safety hazards to employees.
The proposed paragraph would set re-
quirements for maximum safe concen-
trations of agent, emergency action
plans and predischarge alarms. All of
these provisions are necessary to pro-
vide adequate employee protection
from possible entrapment in total
flooding discharge areas.

OSUA believes that the general re-
quirements proposed above are neces-
sary to ensure adequate employee pro-
tection from the hazards associated
with unreliable or inadequate fixed
fire suppression systems.

Section 1910.161-Fi.ed extinguish-
ing systems, dry chemfcaL Section
1910.161, as it Is presently written, is
proposed to be revoked. The occupa-
tional hazards associated with carbon
dioxide extinguishing systems which
are presently covered by § 1910.161.
would be covered by the proposed revi-
sions to § 1910.162 of this subpart.

The proposed revisions to § 1910.161
contain requirements for dry chemical
fixed extinguishing systems. Some of
the proposed requirements are new
and some are the same as those found
in § 1910.160 of the present standard.

OSHA is proposing in paragraph (a),
a scope and application statement for
dry chemical extinguishing systems in-
stalled for employee protection.

OSHA is proposing in paragraph (b).
specific requirements for dry chemical
extinguishing systems. These proposed
requirements would supplement the
general requirements of proposed
§ 1910.160. and they would address spe-
cific hazards related only to dry
chemical systems.

In paragraph (b)(1) OSHA is propos-
ing a requirement that dry chemical
agents be approved by an agency ac-
ceptable to OSHA. for their intended
use. This would ensure that an agent
would provide adequate employee
safety.

In paragraph (b)(2) OSHA proposes
a requirement that would prohibit the
mixing together of dry chemicals
made of different compositions. Such
mixtures can cause a pressure build-up
inside of the storage container which
could lead to a stressing of the cylin-
der beyond acceptable limits.

In paragraph (bX3) OSHA proposes
a requirement for predischarge alarms
in areas where employee vision could
be impaired by syistem discharge. By
providing a predischarge alarm, the
employer can evacuate employees
before the system discharges and
thereby assist employee evacuation.

In paragraph (b)(4) OSHA proposes
a requirement for checking dry chemi-
cal storage cylinders to ensure that
they are free of moisture. Moisture
causes dry chemical to cake and there-
by reduce the effectiveness of a sys-
tems discharge rate.

Section 1910.162-Fixed extinguish-
ing systems, gaseous agent Section
1910.162 of the present standards is re-
served. OSHA proposes to use this sec-
tion for standards relating specifically
to fixed extinguishing systems which
use gaseous agents.

New gaseous type agents have
become available since the publication
of the existing fire protection stand-
ards, and they present acceptable sub-
stitutes for agents such as carbon
dioxide. OSHA is proposing new regu-
lations in this section to cover these
agents as well as to use the present re-
quirements, which were found in
§ 1910.161, to cover carbQn dioxide sys-
tems. The most recent gaseous agents
OSHA would recognize are Halon 1301
and Halon 1211.

OSHA is proposing in paragraph (a),
a scope and application statement for
fixed extinguishing systems using gas-
eous type extinguishing agents. Such
systems would have to comply with
the general requirements of § 1910.160
and the specific requirements of this
section.

In paragraph (b) OSHA proposes
specific requirements for fixed extin-
guishing systems using gaseous type
agents.

OSHA is proposing in *paragraph
(b)(1) that the agents used to supply

'fixed gaseous extinguishing systems
be approved for the system's applica-
.Uon. Such a requirement assures reli-
ability of the system.

OSHIA Is proposing in paragraph
(b)(2) that inert gaseous type extin-
guishing agents be maintained at suffi-
cient concentration after discharge to
extinguish a fire either by enclosure
or by applying extra gas. This require-
ment would prevent the possibility of
a reignitlon after employees have re-
entered the workplace.

OSHEA is proposing in paragraph
(b)(3) that the concentration of agent
used to extinguish surface fires be
such that the development of toxic de-
composition products be kept to a
minimum. This requirement would
ensure employee protection from inad-
vertent exposure to toxic levels of ex-
tinguishing agents.

OSHA Is proposing in paragraph
(b)(4) that the concentration of agents
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used to extinguish deep-seated fires be
capable of being maintained for at
least seven minutes 'after initial dis-
charge. In some cases, longer periods
of time may be necessary to allow for
the smoldering to be extinguished and
the material to cool to a point where

'reignition is prevented. This require-
ment would eliminate the possibility
of reignitlon after employees have re-
entered the workplace.

OSHA is proposing in paragraph
(b)(5), a maximum discharge time of
30 seconds to reach the design concen-
tration for total flooding systems be-
cause such a time limit would reduce
the possibility of an incipient stage
fire reaching a higher level of involve-
ment.

OSHA is proposing in paragraph
(b)(6), a requirement to maintain ef-
fective agent copcentations in areas
where fire brigade members are pro-
viding emergency actions. This re-
quirement would prevent possible en-
trapment of brigade members due to
reignition of the fire.

In paragraphs (b)(7), (b)8) and
(b)(9) OSHA proposes limits for con-
centrations of acceptable gaseous
agents. Employees would not be re-
quired to wear personal protective
equipment if exposed to agent concen-
trations lesi than the proposed levels.
OSHA would limit Halon 1301 concen-
tration to 10%, and Halon 1211 or
carbon dioxide concentrations to 4% if
employees are exposed for a short
period of time. In areas where employ-
ees would normally remain after dis-
charge of the extinguishing agent,
OSHA would limit Halon 1301 concen-
tration to 7% and prohibit the use of
Halon 1211 and carbon dioxide.

In paragraph (b)(10) OSHA proposes
a performance type standard for the
quantity of inert gaseous type extin-
guishing agent. This would permit,
flexibility in determining the quantity
of gas necessary for employee protec-
tion.

Section 1910.163-Fixed extinguish-
ing systems, water spray and foam.
The present standards 'in § 1910.163
apply to local fire alarm signaling sys-
tems. OSIFA is proposing to change
the title of the present section to
"Fixed extinguishing systems, water
spray and foam" and to transfer cover-
age of local fire alarm signaling sys-
tems to new § 1910.164a of the propos-
al. The title change is necessary to
provide a section for water spray and
foam extinguishing systems which
would follow the other fixed system
requirements. The new -requirements
proposqd in § 1910.163 would cover
fixed extinguishing systems using
water spray or foam as th6 extinguish-
ing agent. Automatic sprinkler sys-
tems would be covered by § 1910.159
instead of this section. .

PROPOSED RULES

In paragraph (a)(1) OSHA would
propose a scope 'and application for
the section. It vould also exempt auto-
matic sprinkler systems from coverage
under this section because they are
covered under § 1910.159

In paragraph (b) OSHA proposes
specific requirements f~r foam and
water spray systems. These specific re-
quirements would supplement the gen-
eral requirements found in § 1910.160.

Paragraph (b)(1) would state that
foams not be used to extinguish fires
involving gases, cryogenic liquids or
liquefied gases with boiling points
below ambient workplace tempera-
tures.-Foam agents are ineffective on
fires involving these fuels.

Paragraph (b)(2) would state that
foams or water spray'not be used to
extinguish fires in materials which
react violently with water.

Paragraph (b)(3) would state that
regular foams not be used for polar
solvent liquid fires. Regular foam is in-
effective on this type of fire: and there
are special foams designed and availa-
ble for this purpose.

Paragraph (b)(4) would state that
differefit types of foam shall not be
mixed togethi. The chemical compo-
sition of various types 'of foam concen-
trates may be different and therefore
incompatible. Such mixing may pro-
duce an ineffective agent and reduce
the protection of employees.

Paragraph (b)(5) would prohibit the
discharging of foams through spray
devices onto fires involving water solu-
ble solvents in depths exceeding one
inch because discharging the agent in
this manner may increase the size of
the fire-by causing the solvent to froth
and overflow its container.

Paragraph (b)(6) would state the
systems be designed to prevent a fire
from reigniting. This would prevent
the $ossibility of entrapment for fire
brigade members performing clean-up
or rescue operations.-

Paragraph -b)(7) would state that
drainage of water spray systems be di-
rected to a location away fiom em-
ployee work areas to prevent employee
exposure to flammable liquid or vapor
runoff.

1910.164-Fire detection systeins.
OSHA proposes to use § 1910.164,
which is presently reserved for> fire
1rigades, -to contain the new require-
ments a:pplicable to fixed detection
systems. Fire brigades would be cov-
ered in § 1910.165. OSHA is proposing
to regulate those fixed detection sys-
tems installed -to, provide early warn-
ing of a workplace fire. These new re-
quirements are not contained in the
present standards,' because there were
no national consensus, standards avail-
able when the initial standards were
published. A national coniensi stand-
ard, NFPA No.' 72E-Automatic Fire
Detectors, was published inm ' 1974 and

these proposed requirements are based
on that standard.

Paragraph (a) contains the scope
and application statement for the sec-
tion.

OSHA proposes In paragraph (b)(1)
that all components and devices of fire
detection systems be approved by an
agency acceptable to OSHA to ensure
their reliability.

OSHA proposes in paragraph (b)(2)
that all fire detection systems be re-
stored to normal operating condition
after each test of the alarm system,
This would ensure the reliability of
the system and the continued protec-
tion of employees.

OSHA proposes In paragraph (d), re-
quirements for protecting fire detec-
tors from' physical damage due to
impadt, corrosion or weather. The
paragraph would -also require ade-
quate methods for mounting detec-
tors.

In paragraph (e) OSHA proposes re-
quirements for fire detector response
time. OSHA is proposing performance-
type criteria which would give employ-
ers and employees sufficient time to
react to fires detected by the system.

In paragraph (f) OSHA proposes to
require that the design and the distri-
bution of fixed detection devices be
based upon accepted engineering prac-
tices. This would ensure that the de-
vices are reliable and adequate to pro-
vde protection of employees.

Section 1910.164a-Etployee alarm
systems. OSHA is proposing
§ 1910.164a to provide new standards

*for employee alarm systems which
would be used to inform employees of,
a fire or other hazardous emergency In
the workplace. The new standards pro-
posed in this section have been devel-
oped using the NFPA standards 72A,
Local Protective Signaling Systems,
72B, Auxiliary Signaling Systems, 72C,
Remote Station Signaling Systems,
and 72D, Proprietary Signaling Sys-
tems. The section would provide for an
effective alarm signaling systefn which
would give employees sufficient time
to safely evacuate.

In paragraph (a),OSHA is proposing
a scope' and application statement for
the section which woi~ld give the cov-
erage of the section.

OSHA Is proposing in paragraph
(b)(1) that an alarm .system be in-
stalled in the workplace to provide suf-
ficient reaction time to safely evacuate
employees at the time of a life threat-
ening emergency In the workplace.

OSHA proposes in paragraph (b)(2)
that the alarm be capable of percep-
tion above ambient noise or light
levels by all employees In the protect-
ed area. OSHA would also permit the
use of tactile devices for those employ-
ees who would be unable to see orhear
an alarm.

FEbERAL REGISTER, VOL. 43, NO. 247-FRIDAY, DECEMBER 22, 1978



OSHA- proposes in paragraph (b)(3)
that the alarm be distinctive and rec-
ognizable as an emergency alarm.

OSHA proposes in paragraph (b)(4)
that all employees be informed of the
preferred method of sounding an
emergency alarm.

OSHA is proposing in paragraph (c),
requirernients for the installation and
restoration of alarm systems and com-
ponents. OSHA would permit the use
of steam whistles, air horns, strobe
lights or tactile devices which have not
been approved if the devices can pro-
vide adequate warning to all employ-
ees. OSHA recognizes that these types
of devices are currently in use and
that they can be expected to perform
adequately if they are tested and
maintained properly.

OSHA proposes in paragraph (d)(1)
that all systems be maintained, in-
stalled and operated in the condition
for which they are designed.

OSHA proposes in paragraph (d).(2)
that the alarm system be tested bi-
monthly (every two months) to ensure
its reliability and adequacy and that
such testing include the actuation of a
different devise during each successive
test so that no- individual device is
used for two consecutive tests.

OSHA proposes in paragraph (d)(3)
that power supplies be maintained at
all times. OSHA is proposing that a
back-upmeans of notifying employees
of an emergency be' provided during
periods when the alarm system is inop-
erative.

OSHA proposes in paragraph (d)(4)
that every emergency alarm system
provided after July 1, 1980, be moni-
tored so that a'failure of the system
would cause a positive signal to be
transmitted to personnel indicating
that there is a deficiency in the
system.

OSHA proposes in paragraph (e)
that all manual alarm stations be un-
obstructed, approved, conspicuous and
readily accessible, and be located
within 200 feet of employee worksta-
tions.

Section 1910.165-Fire brigades. The
section for fire brigades is reserved in
§ 1910.164 of the present Subpart L
standards. However, requirements -for

-fire brigades are now proposed to be
included in subpart L as. a new
§1910.165. The decision to propose
standards for fire brigades is a result
of the following factors:

(1) Information collected by OSHA
indicates that.deaths and injuries of
employees have occurred while fight-
ing fires as members of fire brigades
and related organizations; and

(2) Comments received support the
concept that there'should be require-
ments to ensure that employees who
are members of. fire brigades be
trained and physically capable of per-
forming required duties.
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Therefore, OSHA Is proposing a
standard for fire brigades in
§ 1910.165. The present f§ 1910.165 and
1910.165a are proposed to be revoked
because they only contain NFPA ref-
erences.

OSHA Is proposing In paragraph (a).
to set forth the scope and application
of this section. The requirements of
the section would only apply to those
fire brigades organized to protect
workpaces and the employees therein;
and, to those private or contract type
fire departments which fall within the
jurisdication of OSHA.

OSHA has no direct jurisdiction over
volunteer, local, or State government
operated fire departments. Therefore,
such departments would not be cov-
ered by this section. The proposed sec-
tion also does not address the hazards
of, nor does It apply to, forest fire
fighting or airport "crash-rescue" type
operations. The proposed require-
ments contained In § 1910.165 would
not be appropriate because of the spe-
cialized nature of these types of fire
fighting operations.

OSHA is proposing in paragraph (b).
requirements for the organization of
fire brigades.

In paragraph (y)(1) OSHA is propos-
ing a requirement for thie preparation
of an organizational statement which
would be the written policy of the em-
ployer pertaining to fire brigades. The
statement would include a description
of the function the brigade Is to per-
form.

The organizational statement would
be required to be kept at the work-
place and available for inspection by
employees, the Assistant Secretary of
Labor for Occupational Safety and
Health or designee. The statement
would be intended to be a tool to aid
employees in understanding their re-
sponsibilities and would help the com-
pliance officer in determining if the
level of training is consistent with the
functions the brigade would be expect-
ed to perform.

In paragraph (b)(2) OSHA Is propos-
ing a requirement that brigade mem-
bers be physically capable of perform-
ing the duties assigned to them in a
safe manner.

Physical capability can be deter-
mined by such methods as preplace-
ment physical examinations, physical
agility tests, and periodic physical
reexaminations using stress tests. The
proposed standard would not require
any specific type of examination, nor
would It specify any frequency for
screening; this would be decided by
the medical professional in charge.

It would also specify that employees
with known heart disease, epilepsy, or
emphysema could not participate in
fire brigade emergency activities
unless permitted to do so by a certifi-
cate issued by a licensed physician.
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OSHA is proposing training require-
ments for fire brigades in paragraph
(c). The comments OSHA has received
support the concept of the formation
of fire brigades and that members
should be properly trained to perform
the duties they are expected to carry
out during brigade activities.

Paragraph (c)(1) would require
training to be commensurate with
those functions that the fire brigade
would perform. The intent of this re-
•quirement is to assure that a training
program is developed for brigade
members while at the same time pro-
viding' enough flexibility in the re-
quirement so that the training pro-
gram could be tailored to meet the
needs of the fire brigade.

In paragraph (c)(2) OSHA is propos-
ing that training be conducted 'fre-
quently enough to ensure that as-
signed duties and functions would be
performed satisfactorily and in a safe
manner so as not to endanger brigade
members or other employees. OSHA
also proposes that a training session
be conducted for all brigade members
at least annually.

OSHA is proposing In paragraph
(c)(3) that training include hands-on
training where brigade members oper-
ate the equipment which they are ex-
pected to use, and perform or simulate
the operations they are expected to
perform during emergency situations.

Regardless of the type of training
program developed, It is imperative
that brigade members know what to
do in emergency situations and how to
do it. Just as important, brigade mem-
bers should know how it feels to oper-
ate fire equipment and what to expect
from It. During training sessions, bri-
gade members should actually per-
form those operations which may be
assigned to them during emergency
situations, such as discharging extin-
guishers and performing ladder or
hose evolutions. Most of the comments
OSHA has received concerning train-
ing support this concept.

OSHA is proposing in paragraph
(c)(4), a requirement that brigade
members be informed of special haz-
ards In the workplace that could pose
problems during firefighting. Since
OSHA is mandated to protect the
health and safety of the Nation's
workers, OSHA believes this require-
ment is necessary to ensure that em-
ployees will be well informed of special
hazards to which they may be exposed
as members of a fire brigade.

In the appendix relating to this sec-
tion, is contained recommended elez
ments which should be incorporated
into a fire brigade training program.
The recommendations in the appendix
should not be considered to contain all
the necessary elements for a complete
and comprehensive training program-
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but they may be helpful as a guide in
developing such a program. . ..

OSHA is proposifig in paragraph (d).
a requirement that fire brigade equip-
ment be maintained and periodically
inspected to ensure safe operational
condition of the equipment.

OSHA is proposing in paragraph (e).
requirements for protective clothing
which would apply only to fire brigade
memberg who perform interior struc--
tural firefighting. OSHA has received
comments suggesting that protective
clothing standards be applicable toall
types of firefighting. OSHA is aware
of the hazards of other types of fire-
fighting, but believes that interior
structural firefighting poses a special
type 'of hazardous situation faced by
fire brigade members. Therefore,
OSHA is limiting these proposed re-
quirements to protective clothing
worn during interior structural fire-_
fighting.

This proposed paragraph would not
preclude giving supervisory personnel
the discretion of -allowing brigade
members to rembve certain protective
clothing when fire conditions abate to
the extent that mop-up or salvage op-
erations are being performed. The
intent of the proposed requirements
for protective clothing is to ensure
protection of brigade members who
can expect to be inside of buildings
and enclosed structures 'fighting fires
beyond the incipient stage and ex-
posed' to extreme temperatures and
toxic super-heated products of com-
bustion.

The protective clothing to be cov-
ered by these proposed requirements
would provide foot and leg protection,
body protection, hand protection, and
head, eye and face protection.

OSHA is proposing in paragraph
(e)(1),. three general requirements' for
protective clothing. The first proposed
general requirement would allow a five
year phase-in period for protective
clothing used to meet this standard.
Protective clothing purchased after
July 1, 1980 'would have to meet the
proposed criteria. All protective cloth-
ing which would be worn while per-
forming interior structural firefight-
ing would have to meet the proposed
criteria by July 1, 1985.

The second proposed general re-
quirement would require that brigade
members wear protective clothing
while performing interior structural
firefighting. OSHA has.received com-
ments suggesting that brigade mem-
bers also wear protective clothing
when responding'to fire emergencies.
OSHA would' strongly recommend
that such clothing be worn while on
fire apparatus, responding to fire
emergencies. Since thereare many bri-
gade members who respond on foot to
a fire or to a- predetermined, location
and then acquire their .protective
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equipment and gear, OSHA is only
proposing a requirement that protec-
tive clothing be worn during interior
structural firefighting..
- The final proposed general require-
ment would specify the elements of
the protective clothing ensemble
which are necessary-to meet the pro-
posed standard.

OSHA is proposing three require
ments for foot and leg protection in
paragraph (e)(2). The first proposed
requirement would identify'two alteX-
hative'methods 'for satisfying- the foot
and leg protection requirements of
this section. Foot and leg protection
can be achieved by: (1) Fully extended
boots which protect the legs and meet
the requirements of this section; or by,
(2) protective shoes or boots and trou-
sers which meet the requirements of
this section.

The use of foot and leg protection,
as well as fire-resistive coats, should be
coordinated to ensure full body protec-
tion for the wearer. The proposed re-
quirement 'ecognizes the interdepen-
dence of protective clothing to cover
one or more parts of the body. There-
fore, the option is given so that bri-
gade members can wear long fire-resis-
tive coats in combination with fully
extended boots; or, members can wear
shorter fireresistive coats in combina-
tion with protective trousers and pro-
tective shoes or shorter boots.

The second proposed requirement in
paragraph (e)(2) for foot and leg pro-
tection would require protective foot-
'ear to meet § 1910.136 for Class 75
footwear. Section 1910.136 xeferences
ANSI Z41.1, (1967) "American Nation-
al Standard for Men's Safety-Toe
Footwear." This second proposed re-
quirement in paragraph (e)(2) would
also require protective footwear to be
water-resistant for at least five inches
above the heel and to be equipped
with slip-resistant outer soles.

The final proposed requirement in
.paragraph (e)(2) specifies penetration-
resistance of the sole of protective
footwear. OSHA believes-that employ-
ees performing firefighting operations
need protection for the feet when
stepping on nails or other sharp ob-
jects. It would state -that when tested
in accordance with "Military Specifi-
cations for Fifeman's Boots," MIL-B-
2885D (1973 and amendment 1975),
protective footwear should provide
protection against penetration of the
midsole by a size 8D common nail
-when at least 300 pounds of static
force is applied to thenail.

OSHA proposes two requirements
for- body protection in paragraph
(e)(3). The first proposed requirement
would allow body protection to be
achieved by one of the following meth-
ods: (D Wearing of a fire-resistive coat
in combination, with fully extended
boots; or, (2) wearing of afire-resistive

coat In combination with protective
trousers. This proposed requirement is
intended to coordinate the wearing of
fire-resistive coats with foot and leg
protection to ensure full body protec-
tion.

The second proposed requirement
consists of criteria, for fire-resistlve
coats and protective trousers. OSHA

.,proposes to adopt the requirements of
the NFPA standard for protective
clothing for structural firefighting
(NFPA No. 1971-1975) with the follow-,
ing variations In those requirements to
provide flexibility In selection without
sacrificing employee protection.

(a) The liner may be detachable but
the shell would not be permitted to be
worn without the liner while perform-
ing interior structural firefighting.

(b) The protected ventilation open-
ings would be permitted to increase
ventilation of trapped body heat.
(c) The tearing strength of the outer

shell would be required to be a mini-
mum of eight pounds.
(d) The criteria for flame-resistance

of the outer shell surfaces after the re-
moval of a test flame would be:
SMaximum after-flame-2 seconds.
Maximum after-glow-4 seconds
Average char-length-6 Inches.
(e) The outer shell and lining would

be permitted to char or discolor but
would have to retain heat resistance
and could not separate or melt when
placed in a forced air laboratory oven
at a temperature of 500°F (260"C.) for
a period of five minutes.

The main reason OSHA Is proposing
to adopt certain requirements of the
NFPA No. 1971 (1975) standard Is to
provide minimum 'criteria for fire-re-
'sistive coats and protective trOusers.
The NFPA 1971 standard is currently
the recognized consensus standard
covering the subject matter. --

OSHA is proposing requirements for
hand protection in paragraph (e)(4).
The hand is one of the body parts
most frequently Injured during fire-
fighting. Even while wearing gloves,
fire fighters have sustained injuries to
the hands (and wrists) from radiant
and conductive thermal energy, as well
as from cuts, abrasions, and punctures.

The first two proposed requirements
for hand protection'would establish
performance criteria for protective
gloves. The first requirement would
state that hand protection consist of
protective - gloves or glove systems
which allow dexterity of hand move-
ment and sense of feel for objects.

The second requirement would state
that the exterior material of protec-
tive gloves provide resistance against
abrasion, puncture, and absorption of
liquids.

The third proposed requirement for
hand protection would state that.
gloves be fire-resistant. This proposed
requirement would reference Federal
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Test Method Standard No. 191-1971,
"Textile Test Methods," and would
state that the maximum after-flame
be 2.0 seconds and the maximum char
length be 4 inches.

The fourth proposed requirement in
paragraph (e)(4) would state that
thermal insulation of gloves be suffi-
cient to prevent the temperature
inside the gloves from exceeding 1ll'F
(44°C) when the gloves are exposed to
932°F (500°C) for five seconds at 4 psi
(28 kPa) pressure. OSHA proposes
that the testing be done in accordance
with the NIOSH publication, "The De-
velopment of Criteria for Firefighters'
Gloves; Vol. II: Glove Criteria and
Test Methods" (1976).

The final proposed requirement f6r
hand protection would state that
when the design of the fire-resistive
coat does not otherwise provide pro-
tection for the wrists, protective gloves
shall have wristlets of at least 4.0
inches (10.2 cm) in length to protect
the wrist area when the arms are ex-
tended upward and outward from the
body. Wristlets of 4 inches in length
would be considered to be the mini-
mum length necessary to protect the
wrist area.

OSHA is proposing requirements for
head, eye, and face protection in para-
graph (e)(5).

The first proposed requirement in
paragraph (e)(5) addresses head pro-
tection. OSHA proposes to adopt the
requirements contained in the Nation-
al Fire Prevention and Control Admin-
istration's (NFPCA) document, "Model
Performance Criteria for Structural
Firefighters' Helmets," (1977). OSHA
believes that the criteria contained in
ANSI Z89.1-1969 forClass D helmets
are no longer satisfactory for provid-
ing proper protection of brigade mem-
bers while performing interior struc-
tural firefighting.

OSHA believes that the NFPCA doc-
ument contains all of the criteria nec-
essary for proper head protection and
that this criteria are the best which
has been developed to date.

The NFPCA document is based on
research conducted by the Institute
for Applied Technology, National
Bureau of Standards and it contains
performance and testing criteria for.
Impact attenuation; penetration resis-
tance; chin strap/retention system; ear
flaps; configuration; flame resistance;
heat resistance; electrical insulation;
and visibility and reflectivity. The
ANSI Z89.1 -standard does not ade-
quately address these factors.

The last two proposed requirements
in paragraph (e)(5) address eye and
face protection because employees
fighting fires are often exposed to fall-
ing and flying materials which could
cause eye and face injuries. In order to
guard against such injuries, OSHA is
proposing that protective eye and face
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devices complying with §1910.133 be
used by brigade members when per-
forming operations where the hazards
of flying or falling materials are pre-
sent and which may cause eye and
face injuries. Many head protective de-
vices include face shields as accesso-
ries. Additionally, full-facepieces of
breathing apparatus meeting the re-
quirements of § 1910.134 and para.
graph (f) of this proposed section
would also be acceptable as meeting
the proposed requirements for eye and
face protection.

OSHA is proposing requirements for
respiratory protective devices In para-
graph (f).

Paragraph (f)(1) would contain gen-
eral requirements for all respiratory
protection devices used by fire brigade
members. Paragraph (f)(2) would con-
tain requirements for positive-pressure
breathing apparatus.

In the first general requirement, res-
piratory protective devices would have
to meet the requirements of § 1910.134
and this paragraph. OSHA believes
that § 1910.134 provides an effective
framework for a resiratory program;
however, some additional criteria are
needed in order to provide greater pro-
tection for fire brigade members be-
cause of the severe hazards present In
the work environment.

The second proposed general re-
quirement would state that approved
self-contained breathing apparatus
with full-facepiece should be worn by
brigade members while working Inside
buildings or confined spaces where
there is dense smoke, an oxygen defi-
ciency or temperature extremes. -he
proposed requirement would also state
that such apparatus be worn during
emergency situations involving toxic
substances. OSHA believes it is neces-
sary to require the wearing of self-con-
tained breathing apparatus with a
full-faceplece in those instances when
fire brigade members are exposed to
smoke, elevated temperature ex-
tremes, oxygen deficiencies, or toxic
substances, because other types of
breathing apparatus would not pro-
vide adequate protection.

The third proposed general require-
ment would allow breathing apparatus
to be equipped with a "buddy-breath-
ing" device or a quick disconnect type
valve or both as long as such accesso-
ries do not cause damage to the appa-
ratus, restrict the air flow of the appa-
ratus, or obstruct the normal oper-
ation of the apparatus.

The first of these accessories, the
buddy-breathing device, Is a device
where a second person can share the
same air supply as that of the wearer
of the apparatus. Its use Is intended
only durinig emergency escape situa-
tions. The device precludes the need to
pass the faceplece between two bri-
gade members.
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There have been instances reported
where a fire-fighter's air supply has
been depleted because of- being pinned
or trapped, or as a result of a malfunc-
tion of the apparatus. The availability
of a second air supply would assist an
endangered firefighter.

A safer and improved procedure to
use in such a situation is to have a
buddy.breathing device incorporated
Into the breathing units that would
allow for two faceplece hose connec-
tions. With this type of device, both
facepleces are connected into a
common air supply and both fire-
fighters would be benefitted by the
available air.

The second accessory, a quick dis-
connect valve, is a device which starts
the flow of air by Insertion of the face-
piece hose into the regulator of a self-
contained breathing apparatus, and
stops the flow of air by disconnection
of the hose from the regulator. OSHA
proposes to permit this type of device
because It would assist in the use of
positive-pressure type breathing appa-
ratus and would aid in the conserva-
tion of the air supply.

The fourth proposed general re-
qurement peklits the interchange-
ability of certified air bottles. OSHA
believes the interchangeability of cer-
tified air bottles is necessary because
the breathing apparatus used by a fire
department (providing aid to a fire bri-
gade) and the breathing apparatus of
the fire brigade may be made by dif-
ferent manufacturers. There may also
be breathing apparatus within the bri-
gade or fire department itself which is
made by different manufacturers.

The proposed requirement would
state that approved self-contained
compressed air breathing apparatus be
compatible when used with other ap-
proved cylinders of the same size and
pressure rating and may be inter-
changed. The proposed requirement
would also state that all compressed
air cylinders used with self-contained
breathing apparatus shall meet DOT
and NIOSH criteria.

The fifth proposed general require-
ment would state that self-contained
breathing apparatus shall have a mini-
mum service life rating of 30 minutes
in accordance with the methods and
requirements of MSHA and IOSEL It
is generally accepted that breathing
apparatus which is rated at 30 min-
utes, In actuality, lasts only 15-1 min-
utes, mainly because of the physical
activity of firefighters. In light of this.
OSHA believes that the 30 minute-
rated breathing apparatus provides
only the minimum amount of time to
be effective in a fire emergency situa-
tion. Consequently, self-contained
breathing apparatus with a NIOSH
minimum service life rating of 30 min-
utes is specified. Situations which may
require longer service life include
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entry and escape from cellars, base-
ments, ships, -and tunnels.

The sixth proposed general require-
ment would state that each breathing
apparatus be fully recharged and
cleaned after each use. Self-contained
breathing apparatus would also be re-
quired to be stored in such a manner
that it would be maintained in a clean
and operable condition.

The proposed requirement would
not specify any particular niethod or
location for storing the apparatus. In-
stead, it would only require that the
appar.tus be stored in a manner that
will result in the apparatus being
maintained in a clean and bperable
condition. This would provide, some
flexibility in the storage method for
the self-contained breathing appara-
tus.

The seventh proposed genieral re-
quirement concerns an audible alarm
which 'will automatically sound when
the remaining service lifeof the appa-
ratus is reduced to within a range of
20-25 percent of its- rated service time.
The purpose of this requirment is to
provide an early notification mecha-
nism to the wearer that the air supply
has been reduced to such a level that
escape should be started.

OSHA is proposing in paragraph
(f)(2), the following requirements for
positive-press ure breathing apparatus.

The first requirement would state
that self-contained breathing appara-
tus purchased after July 1, 1980.. be of
the pressure-demand or other positive-
pressure type when such apparatus is
worn by brigade members while per-
forming interior structural firefight-
ing operations. Effective July 1, 1983,
this requirement would apply to all
self-contained breathing apparatus
when used while -performing interior
structural firefighting. This three year
delay would allow for the 'gradual in-
troduction of positive-pressure type
breathing apparatus and would permit
an orderly transition to positive pres-
sure respirator.

When a brigade member performs
Interior structural fire fighting, he is
being exposed to unknown concentra-
tions of contkminants. Brigade mem-
bers do not normally know what con-
taminants they are encountering, let
alone the exact concentrations of the
materials which may be present. In
light of this -uncertainty, brigade mem-
bers must be provided with the type of

'respirator which affords the best pro-
tection against the unknown environ-
ments they may be entering. This is
the reason that OSHA believes that
'positive-pressure breathing apparatus
infist be used when performing interi-
or structural fire fighting.

The second proposed requirement
permits the use of a combination type
self-contained breathing apparatus if
the apparatus can be switched from a

PROPOSED RULES

demand to a positive-pressure mode.
However, such apparatus would still
be required to be in the-positive-pres-
sure mode when brigade members are
performing Interior structural fire
fighting.

The allowance of combination-type
respirators to meet the requirements
of this proposed section would provide
some flexibility in the use of the appa-
ratus. For instance, it would be per-
missible to have apparatus in the
demand mode when' performing fire-
fighting operations other than those
defined as interior structural firefight-
ing. Additionally, it would be permissi-
ble to be in the demandimode when re-
sponding to the fire location or as-
cending stairs to the fire floor before
actual interior structural firefighting
operations begin..

The last proposed requirement
would state that, effective' July 1,
1985, ,new positive-pressure breathing
appatus, including full-facepleces,
shall be capable of performing to term-
peratures of -20!F (-401C). This
property is necessary because of the
possible conditions that would be en-
countered during firefighting activi-
ties.

At present, NIOSH does not have
test criteria for elevated temperatures.
However, OSHA believes it is impera-
tive that appropriate test criteria be

,established'to ensure serviceability of
the apparatus during interior structur-
al- firefighting I)perations; and, OSHA
believes that technology and resources
are available such that this proposed
requirement could be easily imple-
mented by the July 1, 1985 effective
date of this standard. •
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V. REGULATORY AssssMENT STAT3M

In accordance with Executive Order
No. 12044 (43 FR 12661, March 24,
1978), OSHA-has assessed the poten-
tial economic impact of this proposal.
Based on 'the economic identification
criteria proposed by the Department
of Labor (43 FR 22915, May 26, 1978),
OSHA has concluded that the subject
matter of this proposal -is not a
"major", action which would necessi-
tate further economic impact evalua-
tion and the preparation of a Regula-
tory Analysis.

JRB Associates, Inc., has prepared,
for OSHA an economic assessment en-
titled "Economic Impact .Assessment
of 29 CFR Part 1910 Subpart L-Fire
Protection." The study includes-assess-
ment of the technological feasibility of
compliance as well as an estimate of
compliance costs. 'The effects on other

variables, such as employment,- pro-
ductivity, and market structure, are
considered.

According to the study, compliance
costs are not. expected to exceed $20
million for any of the years 1979 to
1983. In 1984, compliance costs are ex-
pected to peak at $21 million, but after
1984, these costs will decline consider-
ably. The study concludes that at pre-
sent time, compliance with the pro-
'posed standard is both economically
and technically feasible. Additionally,
the proposed modifications to Subpart
L are not expected to have any other
economic impact that might be consid-
ered major. Due to training require-
ments, the proposed standard could
possibly result in a marginal increase
in employment. This effect will not be
significant when distributed across the
entire economy. No significant market
structure effects are projected due to
regulatory restraints proposed on cer-
tain products. The study therefore
concludes that, based on data availa-
ble at the time of analysis, the pro-
posed changes will not have a major
economic impact as defined by Execu-
tive Order 12044 and criteria proposed
by the Department of Labor pursuant
to this order.

The economic impact assessment has
identified several benefits that will be
realized as a result of promulgation of
the proposed changes to Subpart L.
Some changes are intended to reduce
accidents; others give the employer
added flexibility. For example, the
proposed reieilation will prohibit the
use of carbon tetrachloride and chlor-
obromomethane fire extinguishers in
OSHA regulated workplaces. This will
prevent injuries related to the dis-
charge of toxic substances from fire
extinguishers. The proposed regula-
tion also requires the replacement of
Soda-Acid and inverting foam extin-
guishers from OSHA regulated work-
places. Thus, the tenalency of these ex-
tinguishers to rupture in testing or
while in use will be prevented from
causing* injuries in OSHA regulated
workplaces. The initial replacement
cost of these extinguishers will be
offset by long-run savings in reduced
maintenance costs of the new extin-
guishers and scrap value of the old
ones.

The proposed regulation provides
for training and equipment for worker
protection for those employees who
are assigned as fire brigade members
to fight interior structural fires. This~-
is expected to reduce the number of
injuries to employees involved in fire-
fighting.

The. proposed regulation includes
several relaxations that provide added
flexibility and possible additional cost
savings. These include: The exemption
from portable fire extinguisher re-
quirements for some employers; and

exemptions for sprinkler systems,
other fixed systems, employee alarm
systems and fire detection systems not
installed to meet other OSHA regula-
tions.

Although it Is not possible to com-
pare the estimated cost of compliance
to quantifiable dollar benefits, It Is
possible to compare the estimated cost
of compliance- to the cost of fire losses
in OSHA regulated workplaces. The
National Association of Fire Equip-
ment Distributors (NAFED) estimates
87 percent of fire Incidents that work-
ers extinguish are not reported to
public fire departments. For the fires
that are reported, the National Flie
Protection Association (NFPA) esti-
mates U.S. structure fires and proper-
ty loss by property use. Using NFPA
statistics for 1977, it Is derived that
$2.242 billion in property losses were
incurred by' OSHA regulated work-
places. Estimated compliance costs for
the proposed regulations are less than
one percent of the 1977 estimated
property loss as a result of structure
fires. In addition to reducing Injuries
associated with firefighting, the pro-
posed regulation will also have a posi-
tive effect in the control of fires by In-
creasing the reliability of fire extin-
guishers and providing for fire bri-
jades that are better equipped and
trained. If a one percent Improvement
in total fire losses can be realized, the
estimated cost of the proposed rcgula
tion is completely offset. ,

OSHA certifies that this proposal is
not "major" under E.O. 12044 and the
proposed Secretary's guidelines (43 FR
22915).

The assessment is available for in-
spection and copying at the OSHA
Technical Data Center, Room S6212,
Third Street and Constitution Avenue,
NW.; Washington, D.C. 20210. OSHA
invites comments concerning the con-
clusions reached In the economic
impact assessment.

VI. PUBLIC PARTICIPATION

Interested persons are invited to
submit written data, views and argu-
ments with respect to this proposal.
These comments must be postmarked
on or before March 2, 1979, and sub-
mitted in quadruplicate to the Docket
Officer, Docket S-004, Room S6212,
U.S. Department of Labor, Washing-
ton, D.C. 20210. Written submissions
must clearly Identify the specific pro-
visions of the proposal which are ad-
dressed and the position taken with re-
spect to each issue.I The data, views and arguments that
are submitted will be available for
public inspection and copying at the
above address. All .timely submissions
received will be rhade a part of the
record of this proceeding,

Additionally, interested persons may
file objections to the proposal and re-
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quest an informal hearing with there-
to. The objections and .hearing re-
quests should be filed irn accordance
with the following confitions.

1. The objections must include the
name and address of the objector,

2.- The objections must be post-,
marked on or before March 16, 1979;

3. The objections must specify with
particularity the provisions of the pro-
posed rule to Which objection is taken
and must state the grounds therefor

4. Each objection must be separately
stated and numbered; and

5. The -objections must be accompa-
nied by a detailed summary of the evi-
dence proposed to be adduced at the
requested hearing.

VI. AUTHORITY

This document was" prepared under
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The heading for the existing plies to all fire prevention plans re-
0.38 wouldn fe deletend nw quired by a particular OSHA standard.0.38 would be deleted and a new (2) Elements. The following elements

.ws: shall be contained in the fire preven-
tion plan:

0.38 Employee emergency plans. (1) A list of the major workplace po-

Emergency action plan.-(1) tential fire hazards, potential ignition
e and (ippllcation. This par- sources and the type of fire protection
h applies to all emergency action equipment or systems which can con-
s required by a particular OSHA trol a fire involving then.
dard. The emergency action plan (ii) The preferred method of con-

consist of and address all desig- tacting the plant fire brigade or the
d actions employees must take to public fire department with an accept-
re employee safety from fire and able back-up method or list of meth-
r emergencies. ods of notification.
Elements. The following elements (III) Designated personnel responsi-
be addressed in the plan: ble for maintenance of equipment and

Emergency escape procedures and systems Installed to prevent ignitions
nmemnts; or firem.
Procedures to be taken by em- (Iv) Designated personnel for control

ees who remain to operate critical of fuel source hazards.
t operations when the emergency (3) Housekeeping. The employer
n is first given' to them before shall keep workplaces free of accumu-
evacuate; lations of flammable and combustible
) Actions to account for all em- waste materials and residues which
ees after emergency evacuation can contribute to a fire emergency.
been completed; (4) Training. (I) The employer shall
0Rescue and medical first aid train employees involved in the fire
es and those who are to perform prevention plan In the recognition of

The preferred means of reporting potential fire hazard situations and
or emergencies and an acceptable the methods to correct them. Employ-

-up method or methods of notifl- ees shall be apprised of the fire haz-
in; ards of the materials and processes to
) The emergency duties of all er- which they are exposed.
ees when the alarm Is given; and (i) The employer shall review the
i) Names of persons who can be plan with all employees playing a role
acted for further information or in it Implementation.
anation of duties under the plan. (ill) The employer shall give a copy

Alarm system. The employer of the plan to each employee upon ini-
establish an employee alarm tial employment and shall maintain

im which will comply with 29 CFR copies of the plan and shall post it in
.164a, the workplace for review. For those
Evacuation. The e'mployer shall employers with 10 or fewer employees
hnate In the emergency action the plan maj be conveyed orally.
whether Immediate and total (5) Maintenance. The employer shall

uation or delayed and partial regularly and properly maintain
uation Is planned. equipment and systems installed to
Training. () The employer shall prevent ignitions or fires according to
nate and train a sufficient established procedures.

ber of persons to assist in the safe
orderly emergency evacuation of , . , .
,oyees.

The employer shall review the 4. Paragraph (f)(1) of § 1910.107
al plan with all employees having would be amended to read as follows:

ty and Health, U.S. Depart- § 191
bor, Third Street and Con- (a)
.venue, N.W., Washington, Scop

grap
gly, under sections 4(b)(2), plan
8(c) of. the occupational stan
i Health Act of 1970 (84 shall
1593, 1599; 29 U.S.C. 653, nate

3ecretary of Labor's Order ensu
1! FR 25059). and 29 CFR othe
it is proposed to amend (2)

1910.37, 1910.107, 1910.108. must
Title 29. Code of Federal (i)

s; to add a new § 1910.38 assig
e.Subpart L. (ii)

.t Washington, D.C. this ploy
December 1978. planalaro

EuLA BIrNGAM, they
istant Secretary of Labor. (iii
I of Title 29 of the-Code bf ploy
gulations is proposed to be has
follows: (iv
1910.35 would be amended dutie

wo new paragraphs to read (v)

fires
efinitions. back

catto
\* (vi

ploy
gency action plan" means a (vi
workplace describing what cont
ee life safety hazards are expl
actions the employer and (3)
must take id a life or injury shall

emergency. These actions syste
de employee escape, fire- 1910
tifying other employees or (4)
personnel of the emergen- desi

:orming rescue or medical plan
ties. evac
rgency escape" means the evac
gh and from the workplace (5)
yees would follow in the desi
are required to evacuate nun

lace or seek a 'designated and
It may include the normal emip

gress from the workplace as (i)
unsupervised emergency initi
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§ 1910.107 Spray finshing using flammable , nitrate shall be stored in a building or
and combustible materials, structure not equipped with an auto-

matic sprinkler system. Sprinkler sys-
* * * * * tems shall be of the approved type and

installed in accordance with 29 CFR(f) Protection.-(1) Conformance. In
sprinklered buildings, the automatic 1910.159.
sprinkler system In rooms containing (ii)(a) -Suitable fire control devices
spray finishing operations shall con- such as small hose or portable fire ex-
form to the requirements of 29 CFR ,tinguishers shall be provided through-
1910.159. In unsprinklered buildings out the warehouse and in the loading
where sprinklers are. installed only to and unloading areas. Suitable fire con-
protect spraying areas, the installation trol devices shall comply with the re-
shall conform with such standards in- quirements of §9 1910.157 and
snfar as thev v he 9nnlthpl S ni-n- 1910.158.

kler heads shall be located to effect
water distribution throughout the
entire booth.

* * *

5. Paragraph (g) of § 19
be amended to read as fol

§ 1910.108 Dip tanks conti
ble or combustible liquid

(g) Extinguishment-(l
ers. Areas in the vicinity
shall be provided with m
tinguishers suitable for fl
combustible liquid fires, c
29 CFR 1910.1.57.

(2) Automatic water
guishing systems. Such
conform to 29 CFR 1910.
be arranged to protect
boards, and stock over dr;

(3) Automatic foam
systems. Automatic foan
Ing systems shall confor
1910.163 and; * * *

(4) Automatic carbon
tems. Automatic carbon
tems shall conform
1910.162 and shall be arr
tect both dip tanks and
and unless stock over d
otherwise protected wit
extinguishing facilities,
arranged to protect such

(5) Dry chemical extin
tems. Dry chemical extin
tems shall conform
1910.161 and shall be arr
tect both dip tanks and
and unless stock over d
otherwise protected wit
extinguishing facilities,
arranged to protect such

6. Paragraph (i)(7)
would be amended to read

91910.109 Explosives and b

(i) Storage of ammon

,(7) Fire protection. (i
than 2,500 tons of bagge

* * * * *

7. Section 1910.A56 would be revised
to read as follows:

§ 1910.156 Scope, application and defini-910.108 would tions applicable to this subpart.
lows:-

(a) Scope. This subpart covers all
aining flamma- portable and fixed fire suppression
Is. equipment installed to meet the fire

,protection requirements of 29 CFR
Part 1910.

(b) Application. This subpart appliesof dip tnks to all industries except the maritime

anual fire ex- industry, construction, and agriculture
ammable and industries which are covered by sepa-onforming to rate OSHA standards.

(c) Defintions applicable to this sub-

spray extin- part'(1) "After-flame" means the time
systems shall a test specimen continues to flame
163 and shall after the flame source has been re-
tanks, drain- moved.
ainboards. (2) "Aqueous film forming foam
extinguishing (AFFF)" means a fluorinated surfac-
n extinguish- tant with a foam stabilizer which is di-
m to 29 CFR luted with water to act as a barrier to

exclude air and to develop an aqueous
dioxide sys- film on the fuel surface which is capa-
dioxide sy- ble of suppressing the generation of

to 29 CPR fuel vapors.
anged to pro-, (3) "Approved" means acceptable to

drainboards the Assistant Secretaryof Labor for
rainboards is Occupational Safety and Health under
;h automatic the following criteria:
shall also be (I) If it is accepted, or certified, or
stock., listed, or labeled or otherwise deter-
guishing sys- mined to be safe by a nationally recog-
guishing sys- nized-testing laboratory, such as, but
to 29 CFR not limited to, Underwriters' Laborato-
anged to pro- ries, Inc. and Factory Mutual Engi-
drainboards, neering Corporation;. or

rainboards is (ii) With respect to an installation or
;h automatic equipment of a kind which no nation-
shall also be ally recognized testing laboratory ac-
stock. cepts, certifies, lists, labels, or deter-

mines to be safe, if It is inspected or
, , tested by another Federal agency and

found .in compliance with the provi-
Of § 1910.109 sions of the applicable National Fire
I as follows: Protection Association Fire Code; or

(liI) With respect to custom-made
lasting Agents, equipment or related installations

which are designed, fabricated for, and
intended for use by its manufacturer

ium nitrate. on the basis of test, data which the em-
ployer keeps and makes available for

i), Not more irnpection to the Assistant Secretary
d ammonium and his authorized representative.

(iv) For the purposes of paragraph
(c) (3) of this section:

(a) Equipment is listed If It Is of a
kind mentioned In a list which is pub-
lished by a nationally recognized tesf-
ing laboratory which makes periodic,
inspection of the production of such
equipment and which states such
equipment meets national recognized
standards or has been tested and
found safe for use in a specified
manner;

(b) Equipment is labeled If there is
attached to It a label, symbol, or other
identifying mark of a nationally recog-
nized testing laboratory which makes
periodic inspections of the production
of such equipment, and whose labeling
indicates compliance with nationally
recognized standards or tests to deter-
mine safe use in a specified manner:

(c) Equipment Is accepted if It has
been inspected and found by a nation-
ally recognized testing laboratory to
conform to specified plans or to proce-
dures of applicable codes;

(d) Equipment is certified If It has
been tested and found by a nationally
recognized testing laboratory to meet
nationally recognized standards or to
be safe for use In a specified manner,
or is of a kind whose production is pe-
riodically inspected by a nationally
recognized testing laboratory, and if It
bears a label, tag, or other record of
certification.

(4) "Assistant Secretary" means the
Assistant Secretary for Occupational
Safety and Health or designee.

(5) "Automatic fire detection device"
means a device designed to automati-
cally detect the presence of fire by
heat, flame, light, smoke or other
products and effects.

(i) "Combination detector" means an
automatic 'fire detection device which
responds to more than one product of
combustion.

(ii) "Flame detector" means an auto-
matic fire detection device which de-
tects the infrared or ultraviolet, or
visible effects produced by a fire,

(Ill) "Heat detector" means an auto-
matic fire detection device which de-
tects abnormally high temperature
and/or rate-of-temperature rise.

(iv) "Line-type detector" means an
automatic fire detection device in

-which detection is continuous along a
path.

(v) "Other fire detectors" means
automatic fire detection devices which
detect phenomenon other than heat,
smoke, light or flame produced by a
fire.

(vi) "Smoke detector" means a
device which detects visible or invisible
particles of combustion.

(vii) "Spot-type detector" means a
device whose detecting element is di-
rected at a particular location.

(6) "Buddy breathing device" means
an accessory to self-contained breath-
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Ing apparatus which permits a second
person to share the same air supply as
that of the wearer of the apparatus.
Such devices are used for emergency
escape situations.

(7) "Carbon dioxide" means a color-
less, odorless, electrically nonconduc-
tive inert gas (chemical formula COO
that is a medium for extinguishing
fires by reducing the concentration of
oxygen or fuel vapor in the air to the
point where combustion is impossible.

(8) "Class-A fire" means a fire in-
volving ordinary combustible materials
such as paper, wood, cloth, rubber,
and many plastics.

(9) "Class B fire" means a fire in-
volving flammable or combustible liq-
uids, -flammable gases, greases, and
similar materials.

(10) "Class C fire" means a fire in-
volving energized electrical equipment
where safety to the employee requires
the use of electrically nonconductive
extinguishing media.

(11) "Class D fire" means a fire in-
volving certain combustible -metals
such as magnesium, titanium, zircon-
ium, sodium, lithium and potassium.

(12) "Discharge, alarm" means an
alarm which sounds when an extin-
guishing agent is being discharged
through a system.

(13) "Dry chemical" means a- com-
pound composed of very small parti-
cles of sodium bicarbonate, potassium
bicarbonate, urea-based potassium bi-
carbonate, potassium chloride, or mon-
oammonium phosphate supplemented
by special treatment to provide resis-
tance to packing and moisture absorp-
tion (caking) as Well as to provide
proper flow capabilities. Dry chemical
does not include dry powders.

(14) "Dry powder" means a com-
pound used to extinguish or control
Class D fires.

(15) "Education" means the process
of imparting, knowledge or skill
ihrough systematic instruction. It
does not require formal classroom in-
struction.

(16) "Enclosed structure" means a
structure with a roof or ceiling which
may present similar fire hazards to
employees as buildings.

(17) "Extinguisher classification"
means the letter classification given
an extinguisher to designate the class
or classes of fire on which an extin-
guisher will be effective for control or
extinguishment of a fire. For example,
a Class A extinguisher would be effec-
tive 'on Class A fires and a Class B:C
extinguisher would be effective on
Class B and Class C fires.

(18) "Extinguisher rating", means
the numerical rating given to an extin-
guisher which indicates the extin-
guishing potential uf the unft based on
standardized tests devel6ped by Un-
derwriters' Laboratories, Inc.

(19) "Fire brigade" (private fire de-
partment and industrial fire depart-
ment) means an organized group of
employees who are knowledgeable,
trained, and skilled in firefighting op-
erations.

(20) "Fixed extinguishing system"
means a permanently installed system
that either extinguishes or controls a
fire at the location of the system.

(21) "Flame resistance" is the prop-
erty of materials, or combinations of
component materials, to retard Igni-
tion and restrict the spread of flame.

(22) "Foam" means a stable aggrega-
tion of small bubbles which flow freely
over a burning liquid surface and form
a rigid air-excluding blanket which
seals combustible vapors and thereby
extinguishes the fire.

(23) "Gaseous agent" is a fire extin-
guishing agent which has a very low
density and viscosity, can expand or
contract with changes in pressure and
temperature, and has the ability to
diffuse readily and to distribute Itself
uniformly throughout an enclosure.

(24) "Halon 1211" means a colorless,
faintly sweetsmelllng electrically non-
conductive liquefied gas (chemical for-
mula CBrCIF 2) which is a medium for
extinguishing fires by inhibiting the
chemical chain reaction of fuel and
oxygen. It is also known as
bromochlorodifluoromethane.

(25) "Halon 1301" means a colorless,
odorless, electrically nonconductive
gas (chemical formula CBrF3) which is
a medium for extinguishing fires by
inhibiting the chemical chain reaction
of fuel and oxygen. It is also kiown as
bromotrifTuoromethane.

(26) "Helmet" is a head protective
cevice consisting of a rigid shell,
energy absorption system, and chin
strap intended to be worn to provide
protection for the head or portions
thereof, against impact, flying or fall-
ing -objects, electric shock, penetra-
tion, heat and flame, or any combina-
tion thereof.

(27) "Incipient stage fire" means a
fire which is in the initial or beginning
stage and which can be controlled or
extinguished by portable fire extin-
guishers or Class II standpipe systems
without the need for protective cloth-
ing or breathing apparatus.

(28) "Inspection" means a visual
check of. fire protection systems and
equipment to insure that they are in
place, charged, and ready for use in
the event of a fire.

(29) "Interior structural fire fight-
ing" means the physical activity of
fire suppression, rescue or both, inside
of buildings or enclosed structures
which are involved in a fire situation
beyond the incipient stage.
'(30) "Lining" means a material per-

manently attached to the Inside of the
outer shell for the purpose of thermal
protection and padding.

(31) "Local application system"
means a fixed suppression system
which has a supply of extinguishing
agent normally connected to fixed
piping with nozzles arranged to auto-
matically discharge extinguishing
agent directly on the burning material
to extinguish or control a fire.

(32) "Maintenance" means the serv-
ices to be performed on fire protection
equipment and systems to insure that
they will perform as expected in the
event of a fire. Maintenance differs
from inspection in that maintenance
requires the checking of internal fit-
tings, devices and agent supplies. It re-
quires, at least in part, the physical
breakdown, disassembly and reassem-
bly of the unit.

(33) "Multipurpose dry chemical"
means a dry chemical which is ap-
proved for use on Class A, Class B and
Class C fires.

(34) "Outer shell" is the exterior
layer of material on the fire coat and
protective trousers which forms the
outermost barrier between the fire
fighter and the environment. It is at-
tached to the vapor barrier and liner
and is constructed with a storm flap,
suitable closures, and pockets.

(35) "Pipe schedule design" means a
sprinkler system design which uses
pipe specifications in a relationship be-
tween pipe size and the number of
sprinklers permitted for each size by
workplace classification.

(30) "Positive pressure breathing ap-
paratus" means self-contained breath-
ing apparatus in which the pressure
inside the full facepiece is positive in
relation to the Immediate environment
during Inhalation and exhalation.

(37) "Pre-action alarm" or "Pre-dis-
charge alarm" means an alarm which
will sound at a set time prior to actual
discharge of the system so that em-
ployees may evacuate the discharge
area prior to system discharge.

(38) "Quick disconnect valve" means
a device which starts the flow of air by
insertion of the hose (which leads
from the faceplece) into the regulator
of self-contained breathing apparatus,
and stops the flow of air by disconnec-
tion of the hose from the regulator.

(39) "Sprinkler alarm" means an ap-
proved device installed so that any wa-
terfiow from a sprinkler system equal
to or greater than that from a single
automatic sprinkler will result in an
audible alarm signal on the premises.

(40) "Sprinkler systems" means a
system of piping designed in accord-
ance with fire protection engineering
standards and installed to control or
extinguish fires. The system includes
an adequate and reliable water supply,
and a network of specially sized piping
and sprinklers which are interconnect-
ed. The system also includes a control
valve and a device for actuating an
alarm when the system is in operation.
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(41) "Standpipe systems"-class -of'
service.

(I) "Class II standpipe- system".
means a small hose system (1- /" or
3.81 cm) which provides a means for
the control or extinguishment of -in-
cipient stage fires.

(ii) "Class II standpipe system"
means a combined system of hose
which is for the use of employees
trained in the use of hose operations
and which is capable of furnishing ef-
fective water discharge during the
more advanced stages of fire in the
inside of workplaces. Hose outlets are
available for both large and small hose
(1-V", 3.8 cm, and 2-V2", 6.3 cm).

(42) "Total flooding system" means
a fixed suppression system which is ar-
ranged to automatically discharge a
predetermined concentration of agent
into an enclosed space for the purpose
of fire extinguishment or control.

(43) "Training" means the process of
malting proficient through instruction
and practice. Training includes hands-
on training of industrial fire brigades
or emergency action teams in the
duties they are expected to perform.

(44) "Vapor barrier", means that ma-
terial used to prevent or substantially
inhibit the transfer or water, corrosive
liquids and steam or other hot vapors
from outside of the garment to the
wearer's body. -

8. Section 1910.157 would be revised
,to read as follows:

§ 1910.157 Portable fire extinguishers.
(a) Scope and application. (1) These

xequirements shall apply to the place-
ment, use, maintenance, and testing of
portable fire extinguishers "provided
for the use of employees inside of
workplace buildings and enclosed
structures. Where an employer is
using the exemption -under paragraph
(b)(1) of this section and where the ex-
tinguishers are provided but are not
intended for employee use, the re-
quirements of paragraphs (e) and (f)
-of this section shall apply.

(2) The requirements of paragraphs
(c), (e), (f), and (g) of this section shall
.apply.5vhen an employer has provided
extinguishers for employee use on the
outside of workplace buildings or en-
closure structures.

(b) Exemptions. (1) When the em-
ployer has established and implement-
ed a written fire s 'fety policy which
requires the immediate and total evac-
uation of employees from the work-
place upon the sounding of a fire
alarm signal and which includes an,
emergency action plan and a fire pre-
vention plan which meets the require-
ments of § 1910.38, the employer is
exempt from the requirements of this
section. ...

(2) When the employer has an endr-
gency action plan meeting thie require-
ments of g 1910.38 which designates
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certain employees to be the only em-
ployees authorized to use the available
portable fire extinguishers and where
all other employees iii the immediate
fire area are required to immediately
evacuate upon the sounding of the fire
alarm, the employer is exempt from
the distribution requirements in para-
graph (d) of this section.

(c) General -requirements. (1) The
employer shall mount, locate and iden-
tify portable fire extinguishers so that
they are readily accessible to employ-
ees without subjecting the employees
to possible injury.

(2) The employer shall provide port-
able fire extinguishers currently ap-
proved to meet the requirements of
this section.

(2) Carbon tetrachloride and chloro-
bromomethane extinguishing agents
are prohibited from use in portable
fire-extinguishers used by employees.

,(4) The employer shall maintain
portable fire extinguishers in a fully
charged and, operable- condition and
keep them in their designated places
at all times except during use.

(5) The employer shall permanently
remove from service by January 1,
1982 all soldered or.riveted shell self-
generating soda acid or foam portable
fire extinguishers which operate by in-
verting the extinguisher to initiate an
uncontrollable pressure generating
chemical reaction to expel the agent.

(d) Selection. and distribution. (1)
-The employer shall select and distrib-
ute portable fire extinguishers for em-
ployee-use in a manner determined by
the classes of anticipated'workplace
fires and by the size or degree of
hazard which would .affect their use.

(2) The employer shall distribute
portable fire extinguishers for use by
employees on Class A fires so that the
.travel distance to any extinguisher is
'limited to 75 feet (23 meters) or less.

(3) The employer may use uniformly
spaced- small hose 'stations installed
for emergency use by employees in-
stead of Class A portable fire extin-
guishers provided that-such small hose
systems meet the requiremefits of 29
CFR 1910.158 and that they provide
total coverage of the area to be pro-
tected.

(4) The employer shall distribute
porjtable fire extinguishers for use by
employees on Class B fires so that the
travel distance to aiiy extinguisher is
limited to 50 feet (15 meters).

'(5) The employer shall distribute
portable fire, extinguishers used for
Class C hazards on the basis of the dis-
tribution -patterns for the Class A or
Class B fires associated with the Class
C hazard.

(6) -The employer -shall distribute
portable fire -extinluishers or other
containers of Class D extinguishing
agent for use by employees so that the
travel distance is limited to 75 feet (23

meters). Portable fire extingulghers
for Class D hazards are required only
in those combustible metal working
areas'where combustible metal pow-
ders, flakes, shavings, or similarly
sized products are generated on a daily
basis.

(e) Inspection, maintenance, and
testing. (1) The employer shall be re-
sponsible for the inspection, mainte-
nance and testing of those portable
fire extinguishers provided for em-
ployee use in the Workplace.

(2) The employer shall conduct
monthly inspections.

(3) The employer shall record the In-
spection dates for each extinguisher
and make the record available to the
Assistant Secretary upon request.
Such records shall be kept one year
after entry.

(4), The employer shall subject port-
able fire extinguishers, except stored
pressure units, to a maintenance check
at least annually.

(5) The employer shall empty and
subject stored pressure dry chemical
and Halon 1211 extinguishers that re-
quire a 12-year hydrostatic test to the
applicable maintenance procedures
every 6 years.

(6) The employer shall replace port-
able fire extinguishers removed from
service for maintenance and recharg-
ing with spare extinguishers having
the same classification and at least
equivalent rating.

(f) Hydrostatic testing. (1) The em-
ployer shall ensure that hydrostatic
testing be performed by trained per-
sons with suitable testing equipment
and facilities.

(2) The employer shall hydrostati-
cally test portable extinguishers at the
intervals listed in Table L-1 of this
section.

TABLE L-1

Type of extinguishers Test Interval
(yra.)

Soda acid (soldered brass shells)
(until I/1/82) ................................. *not permitted

Soda acid (stainless steel shell)... 5
Cartridge operated water and/or

antifreeze ............................... ... .... 5
Stored pressure water and/or

antifreeze , .................. ,.. 5
W etting agent..................................
Foam (soldered brass shells)

(until 1/1/82) ................................. 'not permitted
Foam (Stainless steel shell)...,..... 6
Aqueous film forming Foam

(,A=F)................................. .....
Loaded Stream ................................. 5
Dry chemical with stainless steel

or soldered brass shell ................. 5
Carbon dioxide ............................. .... S
Dry chemical, stored pressure.

with mild steel brazed brass or
aluminum shells ...... 1..................... 12

Dry chemical, cartridge or cylin-
der operated, with mild steel 1

Halon 1211 ......... 1............. ....... 12
Halon 1301 ........................................ 12
Dry powder, cartridge or cylinder

operated with nild steel shells.. 12

'Extinguishers having shells constructed of
copper or brass joined by soft solder or rivets shall
not be hydrostatically tested and shall be removed
from service by January 1, 1982.
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(3) The employer shall hydrostati-
cally test portable extinguishers when
they show evidence of corrosion or me-
chanical injury.

(4) The employer shall perform hy-
"drostatic tests on extinguisher hose as-
semblies which are equipped with a
shutoff nozzle at the discharge end of

- the hose. The test interval shall be the
same as specified for the extinguisher
on which the hose is installed.

(5) The employer shall test carbon
dioxide extinguishers and nitrogen or
carbon dioxide cylinders used with
wheeled extinguishers at %'s of the
service pressure as stamped into the
cylinder every 5 years.

(6) The employer shall hydrostati-
cally test all stored pressure and
Halon 1211 types of extinguishers at
the factory test pressure not to exceed
two times the service pressure.

'(7) The employer shall test accept-
able self-generating type soda acid or
foam extinguishers at 350 psi (2400
kPa).

(8) The employer shall test carbon
dioxide hose assemblies requiring a
hydrostatic pressure test at 1,250 psi
(8,750 kPa).

(9) The employer shall test. dry
chemical and dry powder hose assem-
blies requiring a hydrostatic, pressure
test at 300 psi (2,100 kPa).

(10) The employer shall not use air
or gas pressure for pressure testing.

(11) When extinguisher shells, cylin-
ders, or cartridges fail a hydrostatic
pressure test, the employer shall
remove them from service and from
the workplace.

(12) The equipment for testing cylin-
ders and cartridges shall be of the
water jacket type. The equipment
shall be equipped with an expansion
indicator which operates with an accu-
racy within 1% of the total expansion
or .1cc of liquid.

(13) The employer'shall test hose as-
semblies of carbon dioxide extinguish-
ers that require a hydrostatic test
within a protective cage device.

(14) In addition to the visual exami-
nations required prior to testing, the-
employer shall also make an internal
examination prior to the hydrostatic
tests.

(15) The employer shall maintain
and provide upon request to the As-
sistant Secretary evidence that the re-

'quired hydrostatic testing of fire ex-
tinguishers has been performed at the
time intervals shown in Table .- 1.
Such evidence shall include the date
of test, the test pressure used, and the
name or identification of the person or
agency performing the test. Such rec-
ords shall be kept for twelve years or
as long as the extinguisher is in serv-
ice whichever is less.

(16) Hose assemblies. passing a hy-
drostatic test do not require any type
of recording or stamping.

(g) Training and education. (1)
Where the employer has provided
portable fire extinguishers for employ-
ee use in the workplace, the employer
shall provide an educational program
to familiarize employees with the gen-
eral principles of fire extinguisher use
and the hazards involved with fighting
fire of limited size.

(2) The employer shall provide the
education required In-paragraph (g)(1)
of this section upon initial employ-
ment and at least annually thereafter.

(3) The employer shall provide em-
ployees, who have been designated to
use fire fighting 'equipment as part of
an emergency action plan, with hands.
on training in the use of the appropri-
ate equipment.

(4) The employer shall provide the
hands-on training required In para-
graph (g)(3) of this section upon ini-
tial assignment to the designated
group of employees and at least annu-
ally thereafter.

9. Section 1910.158 would be revised
to read as follows:

§ 1910.158 Standpipe and hose systems.
(a) Scope. and application.-(1)

Scope. This section contains the re-
quirements for the components, water
supply, testing and maintenance of
standpipe and hose systems installed
to meet the requirements of any
OSHA standard.

(2) Application. This section applies
to Class II and Class III systems which
are installed for the use of employees.

(3) Exception. This section does not
apply to Class I systems which are In-
stalled for use by full-time fire fight-
ers trained in the handling and use of
heavy hose streams.

(b) Protection of standpipes. The
employer shall locate or otherwise
protect standpipes against mechanical
damage. Damaged standpipes shall be
repaired promptly.

(c) Equipment-(1) Closets and cabi-
nets. Where reels or cabinets are pro-
vided to contain fire hose, the employ-
er shall design them to facilitate
prompt use of the hose valves, the

-hose, and other equipment at the time
of fire or other emergency. The em-
ployer. shall conspicuously Identify
and use reels and cabinets for fire
equipment only.

(2) Hose outlets and connections. (I)
The employer shall locate hose outlets
and connectons high enough above
the floor to avoid being obstructed and
to be accessible to employees.

(iI) Where the pressure under static
or dynamic conditions at any stand-
pipe outlet exceeds 100 psi (700 kPa),
the employer shall install an approved
device at the outlet to reduce the pres-
sure at the outlet to 100 psi (700 kPa)
or less with the required water flow.

-(IiI) The employer shall standardize
screw threads throughout the system.
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and ensure that they are compatible
with those used on supporting fire
equipment. Use of adapters is permit-
ted to provide compatibility.

(3) Hose. (i) The employer shall
equip each 11A each hose outlet with
fire hose attached and ready for use-

(ii) The employer shall equip stand-
pipe systems installed after July 1,
1980, for use by employees, with lined
hose. Unlined hose may remain in use
on existing systems. However, after
the effective date of this standard, un-
lined hose which becomes unservicea-
ble shall be replaced with lined hose.

(iii) Effective July 1, 1980, the em-
ployer shall provide hose of such
length that friction loss resulting from
water flowing through the hose will
not decrease the pressure at the nozzle
below 30 psi (210 kPa).

(4) Nozzles. Effective July 1, 1981
the employer shall equip standpipe
hose with shut-off type nozzles.

(d) Water supply. The minimum
water supply for standpipe and hose
systems, which are .provided for the
use of employees, shall be sufficient to
provide 100 gallons per minute (380 1/
m) for a perlod'of at least thirty min-
utes. The supply shall be sufficient to
maintain a residual pressure of 65
pounds per square inch (455 kPa) at
the topmost outlet with 100 gallons
per minute (380 1/m) flowing.

(e) Tests and maintenance.-() Ac-
ceptance tests. (I) The employer shall
hydrostatically test piping of new
Class II and III systems including yard
piping at not less than 200 psi (1400
kPa) for a period of at least 2 hours, or
at 50 psi (350 kPa) in excess of normal
pressure when such pressure is greater.
than 150 psi (1050 kPa).

(I) The employer shall ensure'that
hose on all Class II and M systems in-
stalled after July 1, 1980, be hydrosta-
tically tested with couplings in place,
before being placed in service, at a
pressure of not less than 200 psi (1400
kPa). This pressure shall be held for
at least 14 seconds and not more than
one minute during which time the
hose shall not leak nor shall any
Jacket thread break during the test.

(2) Maintenance and repairs. (i) The
employer shall keep water supply
tanks filled to the proper level except
during repairs. -When pressure tanks
are used the employer shall maintain
proper pressure at all times except
during repairs.

(i) The employer shall keep valves
in the main piping connections to the
automatic sources of water supply
fully open at all times except during
repair.

(Ill) The employer shall make inspec-
tions of systems at least semiannually
and after each use to assure that all of
the equipment and hose is in place,
available for use, and in serviceable
condition.
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(iv) When any -component of tb
system is found not to be serviceab]
the employer shall remove it froi
service immediately, and replace
'with equivalent protection.-

(v) Hemp or linen hose on existin
systems shall be unracked, inspecte
for deterioration, and reracked atlea.
annually 'by the employer. The en
ployer shall replace 'defective hose E
specified in paragraph (c) (3) (ii) c
this section.

(Vi) The employer shall ensure thE
inspections are made by trained desil
nated employees who can ensure thz
the equipment is in serviceable cond
tion.

11. Section 1910.159 would be revise
to read as follows:

§ 1910.159 Automatic sprinkler systems.
(a) -Scope and applicatioiz (1) Th

employer shall install, maintain an
test automatic sprinkler systems ft
stalled to meet other OSHA requir
ments in accordance with the requir(
ments of this section.

(2) Foi automatic sprinkler system
used to meet OSHA requirements an
installed prior to the effective date c
this- standard, the emiployer may cox
tinue compliance with the Nations
Fire Protection AssociationJ(NEPA) c
the 'National Fire' Protection Assoc
ation (NFPA) or the National Board c

'Fire Underwriters (NBFU) standard i
effect at the time of the system's -r
stallation provided the older system
still in compliance with the appropr
ate NFPA or NBFU standard.

(b) Exemptions. Automatic sprinkle
systems installed in workplaces forth
sole purpose of providing propert
protection are exempt from the r(
quirements of this section. I

(c) General requirements.-(1
Design. (i) All automatic- sprinkler d(
signs used to comply with this stanc
ard, whether hydraulic or pipe schec
ule, shall be capable of providing th
necessary discharge patterns, dens:
ties, and water flow characteristics fo
complete coverage -in' a particula
workplace or zoned subdivision of th
workplace.

(1) The employer shall use only al
proved equipment. and devices in th
design and installation of automati
sprinkler systems used to comply wit]
this standard.

(2) Maintenance. The employer sha]
properly maintain an automatic sprir
kler system installed to comply wit]
this standard at all times.

(3) Acceptance tests. The employe
shall conduct proper acceptance test
on sprinkler systems installed for em
ployee 'protection after the effectiv
date of this standard and record th
dates of such tests. Proper acceptanc
tests include the following:

(I) 'lushing of underground connec
tions.
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Le (Ii) Hydrostatic tests -of piping in
le system.
n (iii) Air tests in dry-pipe systems.
it .(iv) Dry-pipe valve operation.

(v) Test of drainage facilities.
.g (4) Water supplies. The employer
d shall provide every automatic sprin-
st kler system with at least one automat-
1- ic water supply. The water supply
Ls shall be capable of providing design
4 water flow for at least 30 minutes. An

auxiliary water supply or a mandatory
t 'employee evacuation plan shall be pro-
g- vided when the automatic water
Lt supply is out. of service. Auxiliary
I- water supplies are not required for

-systems of 20 or less.spemkler heads.
d (5) Hose connections for fire fighter

use. The employer-may attach hose
connections for fire fighting use to wet
pipe sprinkler systems in other than

.e high hazard workpla~es provided that
d the water supply satisfies the designed
- demand for sprinklers and standpipes

combined.
(6) Protection of piping. The ema-

ployer shall protect automatic sprin-
Ls kler system piping against. freezing
d and exterior surface corrosion.
if, (7) Drainage. The employer shall in-

stall all dry sprinkler pipe and fittings
a so that the system may be totally
ir drained.

(8) Pipe cutting. The employer' shall
If not permit toi-ch cutting as a means of
n 'modifying or repairing sprinkler sys-

tems.
is (9) Sprinklers. (i) The empl6yer

shall use only approved 'sprinklers on
systems.

:r (ii) The employer may use older
e style sprinklers to replace similar style
y sprinklers, -but not for replacing stand-

ard sprinklers without a complete en-
gineering review of the system.

D (iii) The employer shall protect
sprinklers -which are located so as to

. be subject to mechanical injury from
- such injury with effective guards.
e (10) Sprinkler alarms. On all sprin-
I- kler systems having more than twenty
r '(20) sprinklers, the -employer shall
r provide a local waterflow alarm which
e sounds an, audible signal upon water

flow through the system equal to that
. from a single automatic-sprinkler.
e (11) Sprinkler spacing. The employ-
c er shall space sprinklers to provide'a
h definite maximum protection area per

sprinkler, a minimum of interference
[1 to the discharge pattern by building or
L. 9tructural members, or building con-
h tents and suitable sensitivity to possi-

ble fire hazards. The minimum verti-
r cal clearance below'and between heads
s and obstructions shall be 18 inches.
1- .(12) Hydraulically designed systems.
e The employer 'shall identify hydrauli-
e cally designed automatic sprinkler sys-
e tems or portions thereof and indicate

the location, number of sprinklers in
- the hydraulically designed section,

and the basis of the- design. Central

records may be used in lieu of signs at
sprinkler valves provided the records
are available for Inspection and copy-
ing by the Assistant Secretary.

11. Section 1910.160 would be revised
to read as follows:

§.1910.160 Fixed extinguishing systems,
general.

(a) Scope and application. (1) This
section applies to all fixed extinguish-
ing systenk installed to meet a partic-
ular OSHA standard.

(2) This section also applies to fixed
systems not installed to meet a partic-
ular OSHA standard, but which, by
means of their operation, could expose
employees to possible Injury, death, or
adverse health consequences. Such
systems shall meet the requirements
of paragraph (b)(4) through (b)(7) and
(c) of this section.

(3) Systems covered in paragraph
(a)(2) of this section installed in areas
with no employee exposure are
exempted from the requirements of
this section.

(b) General requirements, (1) Fixed
extinguishing systems, components,
and agents shall be designed and ap-
proved for use on the specific fire haz-
ards they, are expected to control or
extinguish.

(2) If for any reason a fixed extin-
guishing system becomes Inoperable,
the employer shall notify employees
and take the necessary temporary pre-
cautions to ensure their safety until
the system Is restored to operating
order. Any defects or impairments
shall be properly corrected by compae-
tent personnel.

(3) The employer shall provide a dis-
tinctive alarm capable of being per-
ceived above ambient noise or light
levels on all systems in the protected'
area to indicate that the system Is dis.
charging.

(4) The employer shall provide a dis.
tinctive alarm capable of being per-
ceived above ambient noise or light
levels to warn employees against re-
entry into discharge areas where the
atmosphere remains hazardous to em-
ployee safety and health.

(5) The employer shall post hazard
warning or caution signs at the en-
trance to, and inside of, areas protect-
ed by fixed extinguishing systems
which use agents known to be hazard-
pus to employee safety and health

(6) The employer shall ensure that
fixed systems are inspected annually
by a person knowledgeable in the de-
signed function of the system to
ensure that the system Is maintained
in an operating condition.(7) The employer shall check the
weight and pressure of refillable con.
tainers at least semi-annually. If the
container shows a loss in net content
or weight of more than 5%, or a loss in
pressure of more than 10%, it shall be
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subjected to maintenance. Record& of
semi anmual checks shal be kept avail-
able at the workplace- for. at least; six-
months; after entry.

(&)The employer shall weigh factory
charged nonrefflable- containers
which have no means of pressure midi.
cation. at least senif-annually. If a con-
tainer shows a loss in net weight of
more than_5% it-shall be replaced-

(9 The emproyer shall record in-
spection. and maintenance- dates on the
container or on a- tag attached: toL the
contadner.

(107 The employer shall train em-
ployees designated to Inspect, main-
tafn, operate, or repair fire. extinguish-
ing systems and periodically review
their training to, keep them up-t-date
irLthe functions-they are to perform.

(11) The employer shall not use
chlorobromomethane or carbon tetra-
chloride as an.extinguishing. agent.

(2Y The employer shall coat system
components- installect out of doors or
In the presence of corrosive atmos-
pheres to protect against corrosion.

(13) Automatic detectiorr equipment
shall be approved, installed and manr-
taned in accordance with 29- CFR
191(1.164.

(4Y The employer shall assure- that
all .systems are. designed' to, operate
properly between -20V P C-40 C) and
130' F (54° C). Systems designed for
and installed in' areas with climatFc ex-
tremes shall also,-be capable of oper-
ation at the expected extreme- tem-
perature- levels.

(15) In engineered systems, the em-
ployer shall assure that the rate of afr
plicatior of an agent is- such, that the
designed concentration can be reached
within 30L seconds of initiar discharge,

(1 - In systemsusmg agent concen-
trations exceeding- the maximum safe
level for the agent, the employer shall
assure that automatic actuation be by
means of an approved automatic fire
detection device installed and inter-
connected to: an alarm system to
ensure the safe egress of employees
from the discharge area prior to actr-
ation.

CMt The employer shall provide at
least one manual statinn or discharge
activatin oft fixed extinguishing
system_

(12) The employer shall identify
manual operating devices as to the
hazard they-protect

(19) 'Th employrshall provid% and
make readfyl available the personal
protective equil ment, needed: ta: rescue
employees- trapped i hazardou, at
mospheres created. by, an agent; dET,
charge near the protected: area.

(20) The employer shall- provide a
means, of egress from. the discharge
area in accordance with: 29- CEM Part
1.91J. SubparLt EL.

-(c) TotrrL floodbzg sy'gsmns mil pa-
tential healt and- safetb hazard,- to

employee.s-. (1) The employer shall pro-
vide an emergency action plan In se.
cordancewlth 29 CP 1910.38 for each
area: within a workplace that is pro-
tected; by-a total flooding system
-which provides agent concentrations
exceeding the maximum safe levelhset
forth [a 29 CFR 1910162

(2 Those- systems installed in. areas
where employees cannot, enter during
or after the system. operates are
exempt from this paragraph.

(3) The employer shall provide a
predischarge alarm- which will operate
at least 30 seconds before the system
discharges on all total flooding sys-
tems. under the scope of this paz-
graph..

13. Section 1910161 would be revised
to read as follows:

§1910161- Fixed extinguFshing system-%
dry cliemicar.

(a) S cope anct apprIcation. This sec.
tion applies to all fixed extinguishing
systems Installed In accordance with
29 CE 1910.160Y and using dry chemi-
car as the extinguishing agent;

(b Specific requirements. (1) Dry
chemical agents designed to be used in
combination. with foams or wetting
agents shall be approved for such use.

(2) The employer shall not mix dry
chemicals of different compositions to-
gether. Systems designed for use with
one chemical shall not be refillec with
any other type.

(31 When dry chemical discharge
may cause visual obscuratron, the em-
proyer shallt provide a predischarge
alarm for employees to safely egress
from the discharge area. The predis-
charge alarm shall activate at least 30
seconds before release of the agent.
(41 The employer shall sample the

dry chemical supply In all except
stored' pressure systems from the top
center-of the supply tank andnear the
tank wall, at least annually. to deter-
mine if lumps exist which are harder
than will be easily crumbled or re-
duced to powder when, dropped from a
height of 4 inches (10 cm).

14. The heading for the existing
§1910.162- would be. deleted and: a new
§1910.162 would be added to read. as
follows:

§,1910.162 Fixed extinguishing system.
gaseous. agent.

(al Scope and application. This sec.
tiors applles: ta all fixed extinguishing
systems installed In accordance with
29- CPR 1910.160 and using a gas as
the extinguishing: agentL I some
cases, the gas may be li a Uquid state
duringstorage -

(1o Specic Rcquirementt (1)
Agents used for Initial supply and:re
plenishment shall be of the type ap-
prored for the system's- applicat.iom
Carbon dioxide obtained by- dry Ice

conversion, ta liqud: is not acceptable
unless. it is processid to remove excess
waterand, oiL

(2) The employer shall maintain in-
erting type gaseous extinguishing con-
centrations by minimizing leakage
fromL the enclosure or by applying
extra gas if necessary.

(3) The designed extinguishing con-
centration .for surface fires shalt be
achieved with a minimum develop-
ment. of toxic decomposition products.

(4) The employer shall assure that
the designed extinguishing concentra-
tion for deep-seated fires -is main-
taied for at least sever minutes after
the Initial discharge. It shal also be
maintained- for a sufficient period of
time- to allow the smoldering to be- ex-
tinguished and the-material to6 cool to
a point which reignitlon will not; occur
when the inert, atmosphere L dissipat-
ed.

(5) The employer shall provide a
maximum discharge time of 301 sec-
onds to reach the design concentration
on all gaseous agentsystema.

Cd) When fire brigades will perform
designated emergency actions under
the emergency action plan. meeting
the requirements of § 191038 the em-
player shall assure that an effective
agent concentration be maintained for
a sufficient period of. time to allow- for
effective emergency actions.

(7) The employer shall: provide & dis-
tinctive- pre-action- or pre-diseharge
alarm capable- of being perceived
above ambient light, or noise levels
when-agent concentrationsexceed the
maximum safe level for employee ex-
posure. The maximum safe levels for
employee exposure without using per-
sonal protective equipment are as fol-
lows:

(i) For carbon dioxide. 4%: or
(11-For Halan 131, 170%;or
(i11) For Halon 1211, 4%.
(8) The employer shal not. use

Halon 1301 In concentrations greater
than 10% in. area& normally occupied
by employees unless the protected
spaces are to be evacuated by employ-
ees immediately after discharge of the
agent. or sooner. Where egress. from. an
area cannot be accomplished. within
one minute, the employer shall not
use Hallon 1301 in concentrations
greater than 7%. Halon 1301 concen-
trations are permitted- greater than
10%, but less than 15%, in areas not
normally occupied by employees pro-
vided egress can be accomplished
within 30 seconds. Where cancentra-
tions can exceed 15%, the employer
shall, prevent; employee exposure to
the-gas.

(9) The employer shall not use
Hlort 1211. or carborr dioxide in areas
normally occupied. br employees
except where safe emergency egress
can. be assured, in; less than 30- seconds
from the timeof agent discharge
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(10) The employer shall base- the
quantity, of inertin-g type gaseous ex-
tinguishing agent required on the
total rate of discharge needed to blan-
ket the area or volume protected and
the time that the discharge must be
maintained to assure complete extin-
guishment.

15. Section 1910.163 would be revised
to read as follows:

§ 1910.163 Fixed extinguishing systems,
water spray and foam.

(a) Scope and application. This sec-
tion applies to all fixed extinguishing
systems installed in accordance with
29 CFR 1910.160 and using water or
foam. solution as the extinguishing
agent. This section does not apply to
automatic sprinkler systems which are
covered under 29 CFR 1910.159.

(b) Specific requirements. (1) The
employer shall not use foams to extin-
guish fires involving gases, liquified
gases with boiling points below ambi-
ent workplace temperatures such as
butane, butadiene, propane, or cryo-
genic liquids.

(2) The employer shall not use
foams or water spray to extinguish
fires in materials which react violently
with water, such as metallic sodium
and metallic potassium.

(3) The employer shall not use regu-
lar foams for polar solvent liquids.

(4) The employer shall not mix dif-
ferenttypes of foam concentrates be-
cause they may be incompatible.

(5) The employer shall not, permit
foams, other than alcohol foams, to be
discharged through foam spray de-
vices onto fires involving water soluble
solvents in depths exceeding on inch
(2.5 cm).'

(6) The employer shall assure that
water spray systems be designed so
that extinguishment or control can be
accomplished and so that all necessary
surfaces can be cooled sufficiently to
prevent "flash back" occurring after
the system is shut off.

(7) The employer shall assure that
drainage of water spray systems be di-
rected to locations away from employ-
ee work areas.

16. The existing § 1910.164 would be
renumbered § 1910.165 and a new
§ 1910.164 would be added to read as
follows:

§ 1910.164 Fire detectiop systems."
(a) Scope an d appli.cation. This sec-

tion contains the requirements for
automatic fire detection systems -in-
stalled to meet the requirements of. a
particular OSHA standard.

(b) Installation and restoration. (1)
The employer shall assure that all de-
vices, combination of devices, and
equipment constructed and installed-
to comply with this standard be ap--

proved for the purpose for which they
are intended.

(2) The employer shall restore all
fire detection systems and components
to normal operating condition as
promptly as- possible after each test or.
alarm. Spare detection devices and
components which are normally de-
stroyed in the process of detecting
fires shall be kept stocked in quanti-
ties and locations to be available for
prompt restoration of the system.

(c) Maintenance and testing. (1) The
employer shall maintain all systems in
an operable'condition.

(2) The employer shall test and
adjust the sensitivity and reliability of
fire detectors and the fire detection
system as often as needed to maintain
proper operating conditions.

(3) The employer shall assure that
pneumatic and hydraulic operated de-
tection systems installed after July 1,
1980, be equipped with supervised sys-
tems.

(4) The employer shall assure that
the servicing, maintenance and testing
of-fire detection systems be performed
by a trained person knowledgeable in
the operations and functions of 'the
system.

(5) The employer shall clean fife de-
tectors, that need to be cleaned of dirt,
dust or other particulates in order to
be fully operational at regular and pe-
riodic intervals. The cleaning -oper-
ation and checking procedure, and
necessary sensitivity adjustments shall
be done by a trained person knowl-
edgeable in the proper function and
servicing of the equipment.

(d) Protection of fire detectors. (1)"
The employer shall protect fire detec-
tion equipment installed out of doors
or in the presence of corrosive atmos-
pheres from 6orrioslon. The employer
shall provide detection equipment re-
quiring protection from the weather
with a canopy, hood, or other sutble
protection.

(2) The employer shall-locate or oth-
erwise protect detection equipment so
that it is protected from mechanical or
physical impact.

(3) The 'employer shall support de-
tectors independently of their attach-
ment to wires or tubing.

(e) Response time. (1) The employer
shall assure that fire detection sys-
tems installed primarily for the pur-
pose of actuating fire extinguishment
or supplression systems shall be de-
signed to operate in time to control or
extinguish a fire.

(2) The employer shall assure that'
fire detection systems installed for the
purpose of employee alarm and evacu-
ation be designed and installed to
allow sufficient time for safe escape of
employees.

(3) The employer, shall not delay
alarms or devices initiated by fire de-
tector actuation more than 30 seconds

unless the actions are not necesary for
immediate safety of employees, In
such cases the emergencey action plan
shall assure employees be notified, or
extinguishment be actuated, In suffi-
cient time to assure the safety and
health of employees.

(f) Number, location and spacing of
detecting devices. The employer shall
assure that the number, spacing and
location of fire detectors is based upon
design data obtained from field experi-
ence or tests, engineering surveys, the
manufacturer's recommendations, or
recognized testing laboratory listing.

17. A new § 1910.164a would be added
to read as follows:

§ 1910.164a 'Employee alarm systems.
(a) Scope and application, (1) The

requirements of this section shall
apply to all emergency alarms or
alarm systems installed and used to
meet a particular OSHA standard.
This section does not appy to those
pre-discharge, discharge, or supervi-
sory alarms required on various fixed
extinguishing system~s.

(2) The requirements in this section
that pertain to maintenance, testing
and inspectfon shall apply to all local
fire alarm signaling systems used for
alerting persons regardless of func-
tion.

(b) General requirements. (1) The
employer shall provide employees with
an alarm system which will provide
sufficient reaction time to safely
escape from a life threatening emer-
gency in the workplace.

(2) The employee alarm shall be ca-
pable of being perceived above ambi-
ent noise or light levels by all employ-
ees In the affected portions of the
workplace. Tactile devices may be used
to alert those employees who would
not be otherwise able to recognize the
audible or visual alarm,

(3) The employee alarm shall be dis-
tinctive and recognizable to employees'
as a signal to perform actions desig-
nated under the emergency action
plan.

(4) The employer shall explain the
preferred means of reporting emergen-
cies, such as by manual pull-box
alarms or by telephone, to each em-
ployee. The employer shall post emer-
gency telephone numbers near tele-
phones, on employee notice boards,
and other conspicuous locations.

(c) Installation and restoration, (1)
The employer shill assure that all de-
vices, components, combinations of de-
vices or systems constructed and In-
stalled to comply with this standard
be approved. Steam whistles, air
horns, strobe lights or similar lighting
devices, or tactile devices meeting the
requirements of this section shall be
considered acceptable In meeting this
requirement for approval.
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(2) The employer shall restore em-
ployee alarm systems to normal opdr-
ating condition as-promptly as possible
after each test or -alarniThe employer
shall maintain a stock of the necessary
spare alarm. devices and components
subject to wear or destruction. in quan-
titie qand locations.for prompt.r stora-
tion.

(d) Maintenance and testing. (1) The
employer shall maintain all employee
alarm systems in operating condition.

(2) The- employer shall make a test
of the reliability and adequacy of the
employee alarm. system at b-monthly
intervals. A different actuation device
shall be used in each test so that: no
individual device is used for two, con-
secutive tests-

(3-) The employer shall maintain or
replace power supplies' as often. as is
necessary to assure a fully operational
condition. Back-up means of alarm
shall be provided when systems are
out of service (Le., employee runners,
telephone, etc.). "

(4) The employer shalI assure that
employee alarm systems i'stalled
after July I, 1930 be supervised' in
-such a manner that system failure to
remain opirationalF will result in- a
positive notification to assigned per-
sonnel that a. deficiency exists in the
system.

(5) The employer shall, assure that
the servicing, miaintenance and testing
of employee alarms. be done by per-
sons trained in the designed operation

-and functions necessary for reliable
and safe operation.

(e) Manual operation. (1) The em-
ployer shall ensure that manually op-
erated- pull boxes for use in conjuction
with employee alarms be unobstruct-
ed-, conspicuous and readily accessible.
The employees shall not have to travel
more- than 200 feet (61 meters) to
reach a manual pull box device or a
telephone in the alarm system area.

(2) ManuaI fire alarm- pull boxes
shall be approved.

18. As - renumbered (see proposed
change no. 17). E1910.165 would read
as follows:

§ 1910.165 Fire brigades.
(a) Scope- and application.-(I)

Scope. This section contains require-
ments for the organization, training,
and personal protective equipment of
fire brigades.

(2) Application. TIe requirements of
this section apply to- employees who
are members of fire brigades. The re-
quirements of this- section also apply
to industrial fire- departments or to
"private'" or contractual type fire de-
partments. The- requirements of this
section do not apply to airport crash
rescue or forest firefighting, oper-
ations.

(i- OrganizationYa-C) Organization-
at statement The employer shall pre-
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pare and maintain a. statement or writ-
ten policy which establishes the exist
ence of a fire brigade and which de-
scribes the functions that the fire bri-
gade is to perform at the workplace
and it shall be available for Inspection
by the Assistant Secretary or by em-
ployees or their designated representa-
tives.

(2), PersonneL The employer shall
ensure that employees who. are expect-
ed to do interior structural fire fight-
ing are physically capable of perform-
ing duties which may be assigned to
them during emergencies or other op-
erations. The employer shall not
permit employees with kmou heart
disease, epilepsy, or. emphysema, to
participate in fire brigade emergency
activities unless permitted by a cetifI-
cate from a licensed physician.

(c) Training. (D) The employer shall
provide training commensurate with
those functions that the fire brigade Is
expected to perform.

(2) The employer slll assure that
training conducted frequently enough
to issure that assigned duties and
functions- will be performed satisfacto-
rily and in a safe manner so. as not: to
endanger brigade members or other
employees- At a minimum, training
shall be conducted annually.

(3) The employer shall assure that
training for members of the fire bri-
gade includes hands-on training.
where members operate the equip-
ment which they are expected to use
and perform those operations brigade
members are expected to perform
during emergency situations.

(4 The employer shall Inform fire
brigade members about special haz-
ards to, which ,they may be exposed
during fire and other emergencies.
They. shall also be advised of any
changes that: occur in relation to the
special hazards. The employer shall
develop procedures that describe the
actions to be taken in situations In-
volving the special hazards.

(d) Ff efgTting equipment The em-
ployer shalt maintain and periodically
inspect firefighting equipment to
assure the safe operational condition
of the equipment.

(e) Protective clothing. The follow-
ing: requirement. apply only to those
employees who- perform interior struc-
tural firefighting. (I) General (i) The
employer shall ensure that protective
clothing ordered or purchased after
July 1, 1980. meets, the requirements
contained in this paragraph. As the
new equipment is provided, the em-
ployer shall assure that all brigade
members wear it. The employer shall
assure that brigade members wear pro-
tective clothing meeting the require-
ments of this paragraph after July 1,
1985.

Cii)' The employer shall assure that
brigade- members wear protective
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clothing while performing- interior
structural firefighting.

(liI) The employer shall assure that
protective clothing protects the head,
body, and extremities- and consists of
at least the following components:
foot and leg protection; hand. protec-
tion: body protection; eye, face and
head protection.

(2) Foot and leg protection. (1) Foot
and leg protection shall be achieved by
one of the following methods: Ca)
Fully extended boots which- meet the
requirements of paragraph (e)C2) and
which provide protection for the legs;

(b) Protective shoes or boots which
kueet the requirements of paragraph
(e)(2) and which are worn in combina-
tion with protective trousers that meet
the requirements of paragraph Ce)(3}.

(if) Protective footwear shall meet
the requirements of 91910.36 for
class 75 footwear. In addition. protec-
tive footwear shall be water-resistant
for at least five inches CI2.7 cm) above
the bottom of the heel and shalL be
equipped. with slip-resistant outer
soles.

(i1i) When tested in. accordance with
"Military Specification for F-reman's
Boots," NIL-B-2885D- C173 and
amendment dated 1975). protective
footwear shall provide protection
against penetration of the midsole by
a size 81) common nail when at least
300 pounds of static force is applied to
the-nai.

(3) Body protection- (i) Body protec-
tion shall be coordinated with foot and
leg protection to ensure full body pro-
tection for the wearer.-This shall be
achieved by one of the following meth-
ods: (a) Wearing of a fire-resistive coat
meeting the requirements of this para-
graph in combination with fully ex-
tended- boats meeting the require-
ments of this paragraph;

(b) Wearing of a. fire-resistive coat in
combination with protective trousers
both of which meet the reqirements
of this paragraph.
I(it) The performance, construction.

and testing of fire-resistive coats and
protective trousers shall be at least
equivalent to the requirements of the
National Fire Protection Association
CI4FPA) stindard NFPA No- 1971-
1975. "P'rotective Clothing for Struc-
tural Fire Fighting" with the follow-
ing permissible variations in those re-
quirements: (a) Liner may be detacha-
ble but the shell is not permitted to be
worn without the liner while perform-
ing interior structural fire fighting.

Cb) To achieve increased ventilation
of trapped body heat, the outer shell
and vapor barrier may be penetrated
by ventilation openings. protected by
non-metallic flame resistant material
equal to this standard.

(c) Tearing strength of the outer
shell shall be a minimum of eight
pounds In any direction.
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(d) The criteria for flame resistance
of 'the outer shell, including that of
trim, after the removal of the test
flame shall be:

Maximum after-flame 2.0 seconds
Maximum after-glow 4.0 seconds
Average char-length 6.0 inches
(e) The outer shell and liping may

char or discolor but must retain heat
resistance and shall not separate or
melt when placed in.a forced air labo-
ratory oven at a temperature of 500°F
(260C) for a period of five minutes.

(4) Hand protection. (i) Hand protec-
tion shall consist of protective gloves
or glove system which allow dexterity
of hand movement and sense of feel
for objects.

(ii) Exterior material of protective
gloves shall.provide resistance against
abrasion, puncture, and absorption of
liquids.
(Ill) Exterior material of gloves shall

be fire resistant. Materials shall be
tested by Federal Test Method 191,
method 5903 (1971); maximum allow-
able after flame shall be 2:0 seconds
and the maximum char length shall be
4.0 Inches (10.2 cm.).
(iv) Protective gloves or glove system

shall provide thermal insulation.
When tested in accordance with Na-
tional Institute "for Occupational
Safety and Health (NIOSH) publica-
tion, "The Development of Criteria for
Firefighters' Gloves; .Vol., II: Glove
Criteria and Test Methods" (1976),
such thermal insulation shall be suffi-
cient so that the temperature inside
the palm. and gripping surface of the
fingers of the gloves shall not exceed
111°F (44°C) when gloves or glove
system are exposed to 932F (500"C)
for five seconds at 4 psi (28 kPa) pres-
sure.

(v) When design of' the fire-resistive
coat does not otherwise provide pro-
tection for the wrists, protective gloves
shall have wristlets of at least 4.0
inches (10.2 cm) in length to protect
the wrist area when the arms are ex-
tended upward and outward from the
body.

(5) Head, eye and face protection. (I)
Head protection shall consist of a pro-
tective head device with ear flaps and
chin strap which meet the perform-
ance, -construction, and testing re-
quirements of the National Fire
Safety and Research Office of the Na-
tional Fire Prevention and Control Ad-
ministration, U.S. 'Department ,of
Commerce, which are contained in
"Model Performance Criteria for
Structural Fire Fighters' - Helmets"
(August 1977).

(ii) Protective eye and face devices
which comply with § 1910.133 shall be
used by brigade members when_,per-
forming operations where the hazards
of flying or falling materials are pre-
sent and which may cause eye and
face injuries. Protective eye and face

devices provided as accessories to pro-
tective head devices (face shields) are,
permitted when such devices meet the
requirements of § 1910.133.

(iii) Fire brigade members wearing
full facepieces of breathing apparatus
meeting the requirements of § 1910.134
and paragraph (f) of this section, shall
be acceptable as meeting the eye and
face protection requirements of this
paragraph.

(f) Respiratory protection devices.-
(1) General requirements. (I) The em-
ployer shall assure that respiratory
protective- devices worn by brigale
members nieets the requirements con-
tained in § 1910.134 and the require-
ments contained in this paragraph.

(ii) Approved self-contained lreath-
ing-apparatus with. full-facepiece shall
be worn by brigade members while
working inside buildings or confined
spaces where there is dense smoke or
an oxygen deficiency. Such apparatus
shall also be worn during emergency
situations involving toxic substances.

(iii) Approved self-contained breath-
ing apparatus shall be acceptable If
equipped with a "buddy breathing"
device or a quick disconnect valve. If
these accessories are used, they shall
not- cause damage to the apparatus, or
restrict the air flow of the apparatus,
or obstruct the normal operation of
the apparatus.

(iv) Approved self-contained com-
'pressed air breathing apparatus shall
be acceptable when used with ap-
proved cylinders from other approved
self-contained compressed air breath-
ing apparatus when such cylinders are
of the same. size and pressure rating.

•All compressed air cylinders used with
self-contained breathing apparatus
shall meet DOT and NIOSH criteria.

(v) Self-contained breathing appara-
tus shall have a minimum service life
rating of 30 minutes in accordance
with the methods and requirements of
the Mine Safety and Health Adminis-
tration (MSHA) and NIOSH.

(vi) The employer shall clean and re-
charge each breathing apparatus after
each use. Self-contained breathing ap-
paratus shall be stored in such a
manner that it will be maintained in a
clean and operable condition.

(vii) Self-contained breathing appa-
ratus shall be provided with an indica-
tor which automatically sounds an au-
dible alarm when the remaining serv-
ice life of the apparatus is reduced to
within a range of 20 to 24 percent of
its rated service time.

(2) Positive-pressure breathing appa-
ratus.

(i) The employer shall assure that
self-contained breathing apparatus
purchased after July 1, 1980, be of the
pressure-demand or other positive-
pressure type when such apparatus is
worn by brigade members while per-
forming interior structural fire fight-,

Ing operations, Effective July 1, 1983,
this requirement applies to all self.
contained breathing apparatus when
used while performing Interior struc-
tural fire fighting.

(ii) This requirement does not pro.
hibit the use of a combination type
self-contained breathing apparatus
where the apparatus can be switched
from a demand to a positive-pressure
mode. However, such apparatus shall
be in the positive-pressure mode when
brigade members are performing inte-
rior structural fire fighting operations.

(lii) Effective July 1, 1985, new posi-
tive-pressure breathing apparatus, in-
cluding full-faceplece, shall be capable
of performing in temperatures down
to -20*F (-40"C) without malfunction
or loss of respiratory protection to the
wearer for the duration of the equip-
ment.

§§ 1910.165, 1910.165a and 1910.165b (Iie-
yoked]

19. Sections 1910.165, 1910.165a and
1910.165b would be revoked,

20. It Is proposed to amend 19 CFR
Part 1010 by adding the following ap-
pendices after the appropriate subparts,

APPENDIX A TO SUBPART E-EMPLOYzS FiuI
SArrrY PLANS

A. Emergency Action Plan-I. Develop-
ment. Every employer is encouraged to de-
velop an Emergency Action Plan (EAP).
Small employers, those with 10 or fewer em.
ployees, may develop an EAP and convey It
to their employees orally, but larger em-
ployers are encouraged to post the plan at
the main entrance of buildings or other em.
ployee frequented areas as a reminder to
employees. The employer should consult
employees In the affected areas and compa.
ny safety or fire safety officials, along with
local fire safety officials and consultants
knowledgeable In evacuation procedures and
related hazards concerning the formation of
the EAP. The employer should assure that
the EAP provides for contingencies that
could reasonably be expected because of the
nature of the serious hazards In the work-
place such as toxic gas leaks, power failure,
fire or explosion,

2. Refuge or safe areas. The designation of
refuge areas for safe evacuation should be
determined and Identified In the AP. In a
building divided nto fire zones by fire walls,
the refuge area may still be within the same
building but in a different zone from where
the emergency occurs. Exterior refuge or
safe areas may Include parking lots, open
fields or streets which are located away
from the site of the emergency and Which
provide sufficient areas to accommodate the
employees. Employees'should be Instructed
to move away from the exit discharge doors
of the building, and to avoid conLreKatftig
close to the building where they may
hamper emergency operations.

3. Employee notification. The employer,
as part of the effort to put the EAP Into
effect, should assure that all affected em-
ployees understand their responsilllltles
upon being alerted of an emergency. All new
affected employees should be Informed of
what their responsibilities are under the
plan during their Job orientation. If an
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emergency action team or fire brigade has
been organized, its firefighting as well as
evacuation assistance role should be includ-
ed in the plan.

4. Workplaces with more than one employ.
er. In buildings with several places of em-
ployment, employers are encouraged to co-
ordinate their EAP with the other employ-
ers in the building. A building-wide or stand-
ardized plan for the whole building is ac-
ceptable provided each employer informs
the employees of their duties and responsi-
bilities under the plan. The standardized
plan need not be kept by each employer in
the multi-employer building, provided there
is an accessible location within the building
where the plan can be reviewed by affected
employees. When multi-employer building-
wide plans are not feasible, employers
should coordinate their plans with the
othler employers within the building to
assure that conflicts or confusion are avoid-
ed during times of emergencies. In multi-
story buildings where more than one em-
ployer is on a single floor, it is essential that
these employers coordinate their plans with
each other to avoid conflicts and confusion.

5. Reporting emergencies. In small work- -
places where direct vocal communication,
such as shouting or loud talking by a
person, is possible for alerting all employees
of an emergency, then this system may be
used as the alarm- system. Where work-
places are so organized or arranged that a
single person shouting an alarm will not be
promptly perceived by all employees, then
other methods such as telephones, a local
fire alarm signalling system, loud speaker
voice communication system or others
would be necessary.

6. Evacuation. Delayed and partial evachi-
ation may be used by employers, who will
require designated employees to remain
behind to shut down machinery, processes
or other actions and then evacuate the area.
Such delayed evacuation procedures'should
provide for contingencies when the emer-
gency is so severe that employees should
leave immediately and not remain behind
for shutdown procedures. Partial evacuation
may be used where the employer has desig-
nated certain employees as members of the
fire brigade to remain-and attack the fire or
other hazard.

. Training. In areas where handicapped
employees are working, employers are en-
couraged to develop a buddy system, or
other means of assisting the handiccapped
employee's evacuation. When the buddy
system is used, the employer should instruct
the employees in the evacuation procedures
to be used.

b. Fire Prevention Plans-l. Development
Every employer is encouraged to develop a
fire prevention plan to enhance employee
awareness of workplace fire hazards. The
employer should consult company fire
safety officials, employees and local fire
marshals before the plan is finalized. These
consultation activities would assure that all
ignition and fuel sources are included in the
plan. The plan should include the mainte-
nance schedule information that ig neces-
sary to assure the proper operation. of plant
equipment to avoid an unwanted fire.
Housekeeping activities and related control
of fuel sources should be fully addressed in
the plan. Activities such as cleaning up after
each shift and the disposal ocombustible
waste, should be part of the plan. The stor-
age and handling of combustible raw mate-
rials such 'as flammable liquids, solids ,and

gases should be part of the plan. The em-
ployer is encouraged to designate a person
or persons on each shift who can be respon-
sible for handling complaints concerning
malfunctioning equipment and poor house-
keeping in work areas. These activities
which take place only on the outside of
buildings need not be included In the plan
though the employer is encouraged to do so.

2. Employee notffication. The employer as
part of effort to put the plan into effect,
should assure that all affected employees
are aware of what they are expected to do
under the plan. All new employees should
be informed during their Job orientation of
what their dutleq are under the plan. The
maintenance crew or team should be fully
informed of the plan requirements for mal-
functioning equipment which may be an Ig-
nition source. Employee responsibilities
under the plan may be accomplished by the
use of Job sheets for each work area or it
can be written in the form of a plan of
action for the overall workplace.

APPENmix B To SuBP'An L

I. PORTABLE FIRE EX TU WSRES

A. Afountlng. Portable fire extinguishers
may be mounted on hooks, brackets, or
other devices provided the device will ade-
quately support the extinguisher. Extin-
guishers should be mounted at a height
where employees can remove them from
their mounting device without injury. In
cases where extinguishers can be struck bS'
moving vehicles such a tow-motors, elevat-
ing mounting boards may be used to lift the
extinguisher up to a safe heiglt provided
the extinguisher can be lowered and ready
for use within one minute.

B. Selection and Dfstribution-1. Selec-
Lion. Extinguishers for protecting Class A
hazards may be selected from the following
types: water, foam, loaded stream, or multi-
purpose dry chemical. Extinguishers for
Class B hazards may be selected from the
following types: Halon 1301, Halon 1211,
carbon dioxide, dry chemicals, foam. or
loaded stream. Extinguishers for Class C

hazards may be selected from the following
types: Halon 1301, Halon 1211, carbon diox-
ide, or dry chemical. Class D fire hazards
pose a problem in that there are few ap-
proved agents available in the marketplace-
What agents are avallable are generally lir-
ited to one or a single class of metal hazard.
In cases when an approved agent is uanaval-
lable for a specific workplace Class D
hazard, the following alternative agents are
recommended for general use:

1. Foundry flux.
2. Graphite powder,
3. Dry sand.
4. Dry dolomite, and

- 5. Dry talc. (powder).
The above listed agents have the ability to

control if not extinguish many Class D fires
found in most industrial operations. Be-
cause water can increase the severity of a
Class D fire, these agents must be kept dry.
Additional agents can be found by referring
to any general fire protection engineering
publication. When the employer selects the
types of extinquishels for use against other
than Class D hazards, he should make sure
that the extinguisher has been listed or ap-
proved by a nationally recognized testing
laboratory. Such a list or approval assure
the employer of the reliability of the unit
he has purchased. For radioactive combusti-
ble metal hazards, the employer should con-
tact the Nuclear Regulatory Commission for
recommendations.

In the selection of an extinguisher, the
employer should give consideration to the
health and safety hazards involved in the
maintenance and use of the unit.
Bromotrfluoromethane (Halon 1301) and
bromochlorodlfluoromethane (Halon 1211)
extinguishers contain extinguishing agents
whose vapor has a low toxicity. However.
their decomposition products can be more
hazxaftous. Employees should be instructed
about the hazards of breathing the decom-
position vapors. Dry chemical extinguishers
used in small unventilated work areas may
reduce visibility for up to several minutes.

2. Distribution. The following tables give
recommended distribution patterns for
Class A and Class B fire extinguishers:.

CLss A HAzAnos

Hazard classification

Lou Ordinary High

Minimum extinguisher rating . A.. ...... 2A_ 2A
Maximum floor area/unit of A 3.000 sq. ft.-1.500 SQ. ft- 1.000 sq. ft.
Maximum floor area/extingu sher 11.250 zq. fitJ.1250 rq. it- 11.250 sq. It-
Maximum t~uvel distances ....... 75 ft-7.-5 ft - 75 ft.

CLuss B HA zrDs

Hazard classification

Lo7: Ordinary High

Basic Ininimum rating 5B10B.-.....OB/20B . 20B140B
Maximum travel distance ..... . .................................... 30 fL/S0 ft...30 ft.50 ft... 30 ft.5 fIL
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Even though these tables are recognized
as being an acceptable means for compli-
ance, they do not preclude other distribu-
tions which -can be shown to provide for
adequate employee.life safety; alternative
distribution is acceptable. For example,
where an employer provides an employee
fire brigade as permitted in paragraph
1910.157(b)(2), portable equipment can. be
installed on special trucks or in special stor-
age areas known to the fire brigade. Such
distributions should recognize and provide
for OSHA's intent of providing employee
life safety in a fire emergency. Distribution
patterns 'for Class C hazards should be '

based up6n the Class B patterns. Distribu-
tion of Class D extinguishers should be
based upon the 75 foot travel distance re-
quirement In the standards;

C. Inspection, maintenance andttesting. A
reputable fire equipment servicing agency is
usually the most reliable means available to
the employer for having maintenance and
recharging performed. Larger employers
may find it desirable to establish their own
maintenance and recharge facilities and
train employees to perform these functions.
In such cases the service manuals and parts
lists for the equipment should be obtained
from the extinguisher manufacturer. Any
employer who elects to inspect, maintain or
test portable fire dxtinguishers should
become familiar .with the" methods and
equipment recommended in the references
in Appendix C.

D. Installation. Portable fire extinguish-
ers installed and maintained in accordance
with NFPA No. 10-1975 Standard for Porta-
ble Fire Extinguishers, are considered in
compliance with this standard.

1I. STAN PIPE AND HOSE SYSTEMS

A. Pre-fire planning.'It is suggested that a
pre-fire plan be coordinated with the, local
fire department. Such a plan would elimi-
nate the unnecessary handling of hose by
'arriving fire departments. It would also
assure that hose couplings used by the plant
and the local fire department would be com-
patible.

B. 'Protection -of standpipes: Standpipes
may be protected by guards such as expand-
ed metal cages, enclosure in walls, or
bumper poles. Standpipes are considered
damaged when they have been punctured or
ruptured, creased or dented enough to re-
strict water flow, or have, had components
such as valves, valve Wheels or handles or
other devices removed or broken.

C. EquipmenL 1. Hose should be consid-
ered unserviceable when it is visually in-
spected and found to be punctured, rotted,
mildewed, or similarly damaged. Other
standpipe and hose system equipment
should be considered unserviceable when it
is no longer capable of providing the service
for which it was approved.

2. Hemp or linen hose can become dam-
aged if it Is not properly dried after use. If
this hose is stored in a damp or wet condi-
tion, It will deteriorate,

3. Spray-type nozzles provide more effec-
tive fire control than straight-stream types.
Solid stream nozzles may contribute to the
spread of a fireiby scattering burning mate-
rials. Employers should assure that employ-
ees are aware of the type of nozzles used on
workplace hose systems.

4. Standardized hose coupling screw
threads are necessary to provide 'effective
use of fire hose provided by different fire
companies. The American National Fire
Hose Connection Screw Thread should-be

used whenever it complements existing
equipment. However, certain geographical.
areas of the country have adopted other
standard- threads. The employer is encour-
aged to check with local supporting fire de-
partments to determine what thread is used
so that equipment purchased for use in the
workplace can be compatible.

D. Design and installation. Standpipe and
hose systems designed and installed in ac-
cordance with NFPA Standard No. 14-1976,
Standpipe and Hose Systems, are considered
in compliance with this standard.

III. AUTOMATIC SPRINKLER SYSTEMS

A. Design and installation. Automatic
sprinkler systems should be designed by
p rofessionals trained in the use of pipe
schedules or hydraulic design principles. A
reputable sprinkler-nstallation firm can de-
termine the necessary discharge patterns,
densities and water flow characteristics for
adequate employee safety and should be
contracted for such work. Automatic sprin-
kler systems designed and installed in ac-
cordance with NFPA Standard No. 13, Auto-
Inatic Sprinkler Systems may be considered
as being in compliance with this standard.
Many workplaces contain automatic sprin-
kler systems which were designed and in-
stalled many years argo in accordance with
standards in-effect at that time. These sys-
tems are acceptable for the purposes of this'
section, if there is an adequate water
supply, piping system, and sprinkler pattern
available to assure employee safety.-

B. Maintenance Back-up protection for
automatic sprinkler systems being repaired
may be provided in the affected.. areas byhose lines, portable extinguishers, partial
evacuations, fire watches, or similar preven-
tive measures.

Sprinkler system valves and devices can be
protected from damage by enclosing them
'in cage-type guards or by placing protective
barriers around them.

The employer is encouraged to provide a
supply of -spare sprinklers, of the type used
on each system, near the sprinkler valve.

Employers are encouraged to install su-
pervisory control systems on sprinkler sys-
tems to alert them of closed valves, loss of
air pressure on dry pipe systems or other
malfunctions which may affect employee
safety.

C. Water supply. Auxiliary water supplies
include fire department connections, gravity
tanks, pumps and a cistern or pond, or a
pressure tank.

D. Protection of piping. System piping can
be protected from freezing by using dry pipe
systems in Unheated areas. Heating protect-
ed areas or insulating piping can protect wet
pipe systems.from freezing. System piping
can be protected for exterior surface corro-
sion by coating with paint or other coating.
Approved corrosion resistant sprinklers are
-available. Fusible links on-sprinklers should
not be painted because it reduces their ef-
fectiveness.

E. Sprinkler spacing. The employer
should use the services provided by profes-
sional sprinkler system designers to - deter-
mine what spacings and clearances are nec-
essary to provide maximum protection.

IV. FIXED EXTINGUISHING SYSTEMS, GENERAL

- A. Design. Fixed extinguishing systems
are permanent in their location and installa-
-tion: 'Theyjise any-of several agents'such as
dry chemical, foam, water spray, Halon
1211, 'or Halon 1301. 'hey can be designed

-for local or total flooding-applications. They

can be of a customized design for a specific
hazard or of a pre-engineered design for
more standardized hazard applications.

When the employer selects a fixed extin.
guishing system to meet an OSHA require-
ment, the selection should be-based on the
requirement and the following factors:
'1. Size and class of hazard.

2. Employee exposure to the hazard and
the agent.

3. Employee safety and health consider-
ations as&ocfinted with the agent. (See spe.
cif Ic agent section.)

Systems which are designed and Installed
in accordance with applicable national con.
,sensus standards nay be-considered in comn-
plance with the Intent of this standard,

B. Employee safety. Warning or hazard
signs should be posted so that they can be
read from a 'distance of 10 feet or more. For
those areas where employees may be
trapped due to total flooding systems, the
employer is encouraged to provide escape
self-contained breathing apparatus of at
least 5 minute service life In such areas,

C.. Maintenance. Employers are encour-
aged to conduct an acceptance test of all
new systems to assure that piping and
-valves are properly connected. Employers
should iristall supervisory control systems
on all major operated valves to better assure
the systems are ready for use.

V. FIXED EXTINGUISHING SYSTEMS, DR'
CHE .ICALS

A. Design and installation. The dry
chemical systems described in § 1910.161 are
designed to discharge a dry chemical from
fixed nozzles and piping, or from hose lines
by means of an expellant gas, The intent of
the standard Is to present the design consid.
eratlons applicable to those systems,

Employers are encouraged to perform ac.
ceptance tests on new dry chemical systems
by discharging the expellant gas and check.
ing for major gas leaks in the piping and
valves.

Dry chemical extinguishing systems in-
stalled in accordance With NFPA Standard
No. 17, Dry Chemical System, may be con-
sidered in compliance with this standard.
- B. Hazards to employees. Dry chemical
fire extinguishing agents are considered
nontoxic. However, as with any finely divid-
ed material, they may produce mild Irrita.
tion effects especially when used in an en-
closed area. In general, these effects are nei-
ther serious nor permanent, For more spe.
cific guidance on individual dry chemical ex-
tinguishing agent componepts and their
hazards to personnel, the dry chemical man-
ufacturer should be consulted.

VI. FIXED EXTINGUISHING SYSTEMS, GASEOUS.
AGENTS

A. Carbon Dioxide-1. The agent. As a fire
extinguishing agent, carbon dioxide has a
number of desirable properties. It is noncor-
rosive and leaves no residue to clean tip
after a fire. Since it is a gas, it will penetrate
and spread to all parts of a hazard. It will
not conduct electricity and may thertfore
be used on live electrical hazards, It may be
effectively used on practically all combusti.
ble materials, except for a few reactive
metals and metal hydrides and, materials
such as cellulose nitrate, which contain
available oxygen. Under normal conditions
carbon dioxide is an odorless, colorless gaM.
with a density about 50 percent greater
than the density of air. Many insist that
they can detect an odor of carbon dioxide,
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but this may be due to impurities or chemi-
cal effects in the nostrils.

2. Toxicity. Although carbon dioxide Is
only mildly toxic, it will definitely produce
unconsciousness and death when present in
fire extinguishing concentrations. The
action in this case is related to suffocation
more than to any toxic effect of the carbon
dioxide itself. It has been determined by
test that atmospheres containifig 3 or 4 per-
cent carbon dioxide will cause one to
breathe rapidly, but will otherwise have no
important effect for relatively short expo-
sures. A concentration of about 9 percent Is
about all most people can withstand with-

"out losing consciousness within a few min-
utes. At concentrations above 9 percent. per-
sonnel would quickly lose consciousness. At
concentrations of -about 20 percent, death
would follow in about 20 to 30 minutes
unless the victim was removed to fresh air.
Recovery by artificial respiration is usually
rapid because of the natural tendency of
carbon dioxide to promote breathing. Aside
from the normal effect of carbon dioxide
causing unconsciousness, it should be noted,
that even before this happens, there may be
a marked inability to think clearly and to
take prompt action. This effect is important
because inexperienced personnel may fail to
take .proper action if suddenly exposed to
relatively -high concentrations of carbon
dioxide.

3. Employee hazards. In most cases the
actual hazard to personnel is rather slight.
The hazard will be greater where the enclo-
sure is large and where carbon dioxide may,
enter unsuspected areas such as pits or
basements. The difficulty of escaping from
a given location, and the possibility of re-
duced visibility because of a discharge of
carbon dioxide may also be important fac-
tors. In any case, the extent and type of
warning to personnel must be designed to
meet the particular requirements of each
situation.

4. Employee safeguards. The steps and
safeguards necessary to prevent injury or
death to personnel in atmospheres made
hazardous by the discharge of carbon diox-
ide may include the following.

a. Provision for adequate aisleways and
routes of exits and keeping them clear at all
times.

b. Provision for the necessary additional
emergency lighting and directional signs to
ensure quick, safe evacuation. *

c. Provision for alarms within such areas
that will operate immediately upon detec-
tion of the fire, with the discharge of the
carbon dioxide and the activation of auto-
matic door closures, delayed for sufficient
time, to evacuate the area before discharge
begins.

d. Provisions for-outward swinging self-
closing doori at exits from hazards areas.
and, where such doors are latched, provision
for panic handware.

e. Provision for continuous alarms at en-
trances to such areas until the atmosphere
has been restored to normal.
L Provision for adding an odor to the

carbon dioxide so that hazardous atmos-
pheres in such areas can be recognized.

g. Provision for warning arid instruction
signs at entrances to and inside of such
areas.

h. Provision for prompt discovery and
rescue of persons -rendered unconscious in
such areas. This may be- accomplished by
having such areas searched immediately
after carbon dioxide discharge ceases by

trained employees equipped with proper
self-contained breathing apparatus. Self-
contained breathing apparatus and person-
nel trained in Its use. and in rescue prac-
tices, including artificial respiration, should
be readily available.

I. Provision for instruction and drills for
all personnel within, or In the vicinity of
such areas, Including maintenance person-
nel who may be brought Into the area, to
ensure'their correct action when carbon
dioxide protective equipment operates.

J. Provision for means for prompt ventUa-
tion. Care should be taken to readily dissl-
pate hazardous atmosphere and not merely
move them to another location.

5. Design and installation. Carbon dioxide
systems installed In accordance with NFPA
Standard No. 12-1977. Carbon Dioxide Sys-
tems. are considered In compliance with this
standard.

6. Acceptance tcsts. Employers are encour-
aged to have an acceptance test performed
on all new systems to assure that all compo-
nents of the system will operate properly.

B. Bromotrifluoromethane (Halon 1301).-
1. The agent. Halon 1301 is a halogenated
compound. Discharge of the agent may
create a light mist In the vicinity of the dis-
charge nozzle, resulting from condensation
of moisture in the air. but the mist rarely
persists after discharge is completed. Thus.
little hazard is created from the standpoint
of reduced visibility.

2. Toxicity. The discharge of Halon 1301
to extinguish a fire may create a hazard to
personnel from the compound and from the
products of decomposition that result from
exposure of the agent to fire or other hot
surfaces. Exposure to Halon 1301 is general-
ly of less concern than exposure to the de-
composition products. However. unneces-
sary exposure of personnel to either the
Halon 1301 or to the decomposition prod-
ucts should be avoided. Undecomposed
Halon 1301 has been studied in humans and
found to produce minimal. If any. central
nervous system effects at concentrations
below 7 percent for exposures of approxi-
mately 5 minutes' duration. At concentra-
tions of I to 10 percent, effects such as dizzl-
ness, impaired coordination, and reduced
mental acuity become definite with expo-
sures of a few minutes duration: however.
these effects are not incapacitating for ex-
posures of one minute or less. At concentra-
tions above 10 percent, these effects in-
crease In intensity and may become inca-
pacitating with exposures longer than one
minute. At concentrations of 15 to 20 per-
cent, there is the risk of unconsciousness
and possibly death If the exposure Is pro-
longed. Personnel should not attempt to
remain in an area following discharge of
Halon 1301 In concentrations above 7 per-
cent. It is recommended that they do not
remain in an area for more than 4 or 5 min-
utes even though agent concentrations are
below 7 percent. Within the first 30 seconds
of exposure to Halon 1301 little effect is no-
ticed, even when concentations of 10 to 15
percent are inhaled. At these levels, this
amount of, time appears necessary for the
body to absorb a sufficient quantity of the
agent to bring about the onset of effects.
However, at higher concentrations, the
onset of symptoms may occur within a few
seconds and. since an individual may be
quickly incapacitated by these higher levels.
concentrations great than 15 percent should
not be used where there is any chance of
human exposure. The effects of exposure to

Halon 1301 may persist for a short period of
time following exposure. However. recovery
may be expected to be rapid and complete.
Halon 1301 would not be expected to accu-
mulate in the body even with repeated ex-
posures, Anyone suffering from the toxic ef-
feds of Halon 1301 vapors should immedi-
ately move or be moved to fresh air. In
treating persons suffering toic effects due
to exposure to this agent, the use of epin-
ephrine adrenaline) and similar drugs must
be avoided because they may produce cardi-
ac arhythmias. Including ventricular fibril-
lation.

3. Employee safeguards The steps and
safeguards necessary to prevent injury or
death to personnel in atmospheres made
hazardous by the discharge or thermal de-
composition of Halon 1301 are the same as
those for carbon dioxide described earlier.

4. Design and Installation. Halon 1301 sys-
tems installed In accordance with the design
requirements of the National Fire Protec-
tion Association's Standard for the Installa-
tion of Halogenated Fire Extinguishing
Agent Systems--1301. NFPA No. 12A-1917.
are considered in compliance with the re-
quirements of this Standard.

5. Acceptance tests. The employer is en-
couraged to have acceptance tests per-
formed on all new systems to assure that
the system will functiofh properly.

C. Bromochlorodfliuoromethane (Halan
1211)-1. The agent. Halon 1211 is a color-
less gas with a faintly sweet smell and
having a density about 5 times that of air
The fire extinguishing characteristics -are
similar to those of Halon 1301. and refer-
ence should be made to that discussion for
information.

2. Toxicity. The hazards to employees
from the discharge of Halon 1211 are also
similar to those of Halon 1301. but because
of the differences in concentrations, the fol-
lowing Is presented. Exposure to Halon 1211
and Its products of decomposition may be
hazardous. Halon 1211 has been studied in
humans and found to produce minimal, if
any. central nervous system effects at con-
centrations below 4 percent for exposures of
approximately one minute duration. At con-
centrations above 4 percent. effects such as
dlzziness. impaired coordination and re-
duced mental acuity become definite with
exposure of a few minutes duration. Howev-
er. these effects are not Incapacitating for
exposure of one minute or less. Within the
ftit 30 seconds of exposure to Halon 1211,
little effect is noticed, even when concentra-
tions above 4 percent are inhaled. At these
levels 30 seconds appears to be the time nec-
essary for the body to absorb a sufficient
quantity of agent to bring about the onset
of effects. At concentrations on the order of
5 to 10 percent, there is the risk of uncon-
sclousness and possible death if the expo-
sure is prolonged. The effects of exposure of
Halon 1211 may persist for a short period of
time following exposure. However, recovery
may be expected to be rapid and complete.
Halon 1211 would not be expected to accu-
mulate In the body even with repeated ex-
posures. The decomposition products of
Halon 1211 are the same as Halon 1301 with
the addition of some chlorine compounds
and acids (HCI. C,. and COCI).

q. Employee safeguards. The safety steps
and safeguards for Halon 1211 are the same
as those for Halon 1301 and carbon dioxide.

4. Design and Installation. Additional
design considerations and information can -

be found In the National Fire Protection As-

FEDERAL REGISTER, VOL 43, NO. 247-FRIDAY, DECEMBER 22, 1978

60075



60076

sociation's Standard for .Halogenated Fire
Extinguishing. Agent Systems-Halon.1211,
NFPA 12B.

Halon 1211 extinguishing systems in-
stalled _in accordance with design require-
-ments of the National Fire Protection Asso-
.clation's Standard for the Installation -of
Halogenated, Fire Extinguishing Agent Sys-
tems-Halon 1211, NFPA 12B -may be con-
sidered to be in compliance with- the. design
requirements ofthis standard.,

Employers areencouraged tohave accept-
ance tests performed on all new- systems to
assure that the-system Is ready for use.

VIL FIXED EXTINGUISHING SYSTEMS WATER
. SPRAY AND FOAM AGENTS "

'A. The agent Foam for fire protection
purposes Is an aggregate of air-filled bubbles
formed fromaqueous solutions and is lower
in density than the lightest flammable-liq-
uids. It is used -to- form a coherent floating
blanket on flammable and combustible liq-
uids lighter than water and prevents or ex.
tinguishes fire.by excluding air and cooling
the fuel. It also prevents reignition by sup-
pressing formation of flammable vapors. It
has the property of adhering to surfaces,
providing a degree of-exposure protection
from adjacent fires.

'B. Toxicity. Generally, foams do not pre-
sent a toxic hazard'vhen used as a fire ex-

'tinguishing agent.
C. Employed hazards. A 'space filled with

high expansion foam is normally not toxic
to persons who may be trapped in the space,
since the air enti-ained in-the-foam Is gener-
ally not contaminated. However, because of
the foam bubbles, some difficulty may be
experienced in breathing. Additionally..
there is the possibility'of the loss o? vision
and disorientation in the atmosphere of
high expansion foam. Because of the poten-
tial presence of life safety and injury haz-
ards, entering a foam-filled space should be
avoided. When' necessary, a coarse water
spray may be used to "cut" a path in the
foam and personnel 'should wear self-con-
tained breathing apparatus .and a lifeline
when entering an area filled with foam.

D. Design and installation. Fixed water
spray or foam extinguishing systems in-
stalled in accordance with design require-
ments ofthe National Fire Protection Asso-
clition's Standard for the Installation of
Foam Extinguisher Systems, NFPA No..11-
1976; High Expansion Foam Systems, NFPA

-No. 11A-1976; or "Foam-Water 'Systems,
-NFPA No. 16-1974 -are considered in compli-
ance with the design requirements of this
section.

E. Storage considerations. Since all air
foam concentrates -are water solutions-of or-
ganic and Inorganic chemicals of one type or
another, they must be carefully observed
for changes in constitution and characteris-
tics. Their storage in shipping containers
and in storage tanks must be carried out ac-
cording to the manufacturer's recommenda-
tions. Exposure to extreme heat, cold, con-
tamination, or mixing with other materials'
must be avoided. Sedimentation or precipi-
tate formation on containers oi. tanks of
concentrate should be carefully checked pe-
riodically. The manufacturer or his repre-
sentative Is best qualififd to test and deter-
mine the extent of reliability' of foam con-
centrates under questionable conditions of
.deterioration of these liquids.:

F. Acceptance tests.. Employers are encour-
aged to have acceptance tests performed on
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.all new.,systems -toassure that the.system
'will function properly...

G. .-Drainage. -Drainage may be prdvided
.with pipe systenis above or below ground,
.curbing, trenches, or-ditches. The drainage
-should carry any overflowing liquids ,to a
-safe place away from-employees.

VIII. FIRE DETECTION SYSTEMS.

A. -Mounting. 1. Locations. Areas where
fire detectors-should -be mounted include:
rooms, halls,, storage areas, basements,
attis, lofts;spaces above-suspended ceilings,
inside of -closets, -elevator shafts, enclosed
stairwells, 'dumbwaiter shafts, chutes, and
return air ducts ;on ventilation systems.

-Other locations may be necessary depending
-upon workplace hazards.

2. Ceilings.-Consideration should be given
to -ceiling configurations when mounting de-
tectors. Heat and smoke vill rise to the'

-highest point inside of a workplace; howev-
er, a detector will ordinarily operate sooner
if it, is nearer to a potential fire source. Gen-
erally, height is the most important single
,dimension, where ceilings exceed 16 feet.

'b. Spacing. Detectors should be spared in
accordance with the. manufacturer's recom-
mendations or-in consideration of a nation-
ally recognized testing laboratory's recom-
mendation. Re duction of listed spacing may
be required for any of the following pur-
poses:

a. Need for faster response.
.b. Need for.small fire response.c. Need to.accqmodate room geometry.
d.-Need to consider air movement, ceilings

or other obstructions.
.C. Design and installation. Fixed detec-

tion' systems designed ahd installed in ac-
cordance with NFPA Standard No. 72e-
1974, Automatic Fire Detectors, are consid-
ered'in compliance with this standard.

IX. EMPLOYEE ALARM SYSTEMS

A. Purpose Employee alarm systems are
not necessarily .the typical fire alarm pull
box interconnected with.an alarm gong, bell
or horn. In some places the alarm systems
may contain a steam whistle, air horns,
flashing -lights, verbal instructions given
either directly or by means of a public ad-
dress system or a similar means of indicat-
ing-an emergency. This system may be used
to siinal not only a fire but also an ap-
.proaching storm hazard (tornado) or a geo-
physical hazard such as an -earthquake or
flood. As long as the signal is recognized by
the employees as one indicating a life safety
hazard, the system may be multi-purpose.

B. -Testing. Pull boxes, detectors or other
actuating devices may be an integral part of
an alarm system. Every actuating device on

- :an alarm system should be tested on a rota-
tional basis to assure their operability. Man-
ufacturer or listing agency recommenda-
tions give safe procedures for testing detec-
tors and pull boxes.

C. Alarm signals. Employers are encour-
aged. to develop distinctive signals for each
anticipated emergency. A single bell, horn
or, light signal for. every emergency can lead
to confusion and misinterpretation of the
alarm one ring, two rings, one long and one
short ring, or something similar for each
'emergency is an effective method of notify-
ing employees that a specific emergency
exists.'

X. FIRE BRIGADES, -

A. Pre-fire planning. It is suggested that
-the local firedepartment or fire prevention

bureau be consulted for additional Informa-
.-tion which may be.helpful In understanding
and in the implementation of this section,

A pre-fire plan of the workplace by tile
local fire department in, conjunction with
,the fire brigade, Is encouraged. This will
also be valuable for the local fire depart-
ment In- becoming familiar with the work-

.place and Its activities.
B. Organizational, statcinent, The organi.

zational statement should include at least
the following Information: The purpose for
which the brigade was organized: Intended
size of the brigade; number of hours brigade
members are to work In relation to brigade
functions; type and frequency of training;
and ,duties which are to be performed by
brigade members.

C. Physical qualifications. Physical quail-
fications can be determined by such meth-
ods as preplacement physical examinations,
physical agility tests, and periodic physical
reexamination while the employee Is a
member of the brigade. Employees with
coronary or respiratory Illnesses should not
serve as brigade members performing emer-
gency operations unless permitted by a doc-
tor's certificate.

It Is also recommended that brigade mem-
bers participate In a physical fitness pro-
gram. There are many benefits which can
be attributed to being physically fit. it Is be-
lieved that physical fitness may help to
reduce the number of sprain and strain Inju-
ries as well as contributing to the improve-
ment of the cardiovascular system,

D. Training. The paragraph on training
-does not contain specific training require-
ments because the type, amount and fre.
quency of training will be as varied is are
the purposes for which brigades are orga.
nized.

However, It Is obvious that brigade mem-
hers who are,expected to perform interior
structural firefighting should require train.
ing which Is more comprehensive and more
frequent than those brigade members who
are only expected to control or extinguish
fires in the incipient stage.

The following recommendations should
not be considered to be all of the necessary
elements for a complete comprehensive
training program; but, the information may
be helpful as a guide in developing a fire
brigade training program. -

All brigade members should be familiar
with exit facilities, location and emergency
escape routes for handicapped workers, and
the workplace "emergency action plan,"

- In addition, brigade members who are ex-
pected to control and extinguish fires In the
incipient stage should, at a minimum, be
trained in the use of fire extinguishers,
standpipes, and other fire equipment they
are assigned to use. They should also be
aware of first-aid medical procedures and
procedures for dealing with special hazards
to which they may be exposed. Training
should. Include both classroom instruction
and actual operation of the equipment
under simulated emergency conditions, This
type of training should be conducted at
least annually but some functions should be
reviewed more often.

In additioxr to the above training, brigade
members who are expected to perform
emergency rescue and Interior structural
'fire fighting should, at a minimum, be fa-
miliar with the proper techniques in rescue
and fire suppression procedures. Training
should include fire protection courses, class-
room training, simulated fire situations in-
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cluding "wet drills" and, when feasible, ex-
tinguishment of -actual, mock fires. Frequen-
cy of training should be at least monthly.
but some drills or classroom training should
be conducted as often as weekly to maintain
the'proficiency of brigade members.

E_ Protective clothing-1. General. Para-
graph (e) of this section does not require all
brigade members to wear protective cloth-
ing. It is not the intention of these stand-
ards to require employers to provide a. full
ensemble of protective clothing for every
brigade- member .without consideration
given to the types of hazardous environ-
ments to which the brigade member may be
exposed. It is the intention of these stand-
ards to require adequate protection for
those-brigade members who may be exposed
to fires in an advanced stage, smoke, toxic
gases, and high temperatures.

Therefore, the protective clothing require-
ments only apply to those brigade members
wha are performing interior strtictural fire
fighting operations:

Additionally, the protective clothing re-
quirements do not apply to the protective
clothingworn during outside fire fighting
operations (brush and forest fires), crash
crew operations, o ottier special fire fight-
ing activities.

2. Foot and leg protection. Section
1910.165 permits an option to achieve foot
and leg protection.

The section recognizes the interdepen-
dence- of protective clothing to cover one or
more parts of the body. Therefore, the
option is given so that brigade members
may meet the foot and leg requirements by
either wearing long fire-resistive coats in
combination with fully extended boots; or,
by wearing shorter fire-resistive coats in
combination with protection trousers and
protective shoes or shorter boots.

3. Body protection. Paragraph (e)(3) of
the section provides an option for brigade
members to achieve body protection. Bri-
gade members may wear a fire-resistive coat
in combination with fully extended boots;
or, they may wear a fire-resistive coat In'
combination with protective trousers.

Fire-resistive coats and protective trousers
meeting all of the requirements contained
in the NFPA 1971-1975. Protective Clothing
for Structural Fire Fightert are acceptable
as meeting the requireents of this stand-
ard.

4. Hand protection. The requireifents of
the paragraph on hand protection may be
met by protective gloves or a glove system.
A glove system consists of a combination of
gloves. The usual components of a glove
system consists of a pair of gloves, which
provide thermal insluation to the hands,
worn in combination with a second pair of
gloves which provide protection against fire,
abrasion, puncture, and absorption of liq-
uids.

5. Head, eye and ,face protection. The
paragraph of the standard concerning head
protection requires ear flaps to be provided
with the protective head device so that they
will be available if needed. It is recommend-
ed that ear protection always be used while
fighting interior structural fires.

Many head protective devices are
equipped with face shields to protect the

- eyes and face. These face shields are permis-
sible as meeting the eye and face protection
requirements of this paragraph as long as
such face sheilds meet the requirements of
§ 1910.133 of the General Industry Stand-
ards.

Additionally, full facepleces of breathing
apparatus meeting the requirements -of
§ 1910.134 and paragraph (f) of § 1910.165
are also acceptable as meeting the eye and
face protection requirements.

6. Respiratory protective devices. Since
brigade members may be exposed to smoke
and toxic substances while performing Inte-
rior structural firefighting operations. It Is
imperative to assure maximum protection
against faceplece leakage.

The use of a combination type self-con-
tained breathing apparatus where the appa-
ratus can be switched from a demand to a
positive-pressure mode is also acceptable as
long as the apparatus is In the positive pres-
sure mode when performing interior struc-
tural fire fighting operations. Also accept-
able are approved respiratory protective de-
vices which have been converted to the posi-
tive-pressure type when such modification is
accomplished by competent persons using
kits or parts approved by NIOSH and pro-
vided by the manufacturer and by following
the manufacturers' Instructions.

The employer Is encouraged to provide
brigade members with an alternative means
of respiratory protection to be used for
emergency escape purposes if the self-con-
tained breathing apparatus becomes Inoper-
ative.

Alternative means of respiratory protec-
tion may be either a buddy-breathing device
or an escape self-contained breathing appa-
ratus (ESCBA). The ESCBA Is a short-dura-
tion respiratory protective device which Is
approved only for emergency escape pur-
poses.

It is suggested that If ESCBA units are
used. that they be of at least 5 minutes serv-
Ice life.

Apr ix C-I-zRmnsscs ron Fnrrzmm
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L Appendix general references. The follow-
ing references provide a vast amount of In-
formation which can be helpful In under-
standing the requirements contained in all
of the sections of Subpart Iz

A. Fire Protection Handboo., National
Fire Protection Association; 470 Atlantic
-Avenue. Boston. MA 02210.

B. Accident P'revention Manual for Indus-
trial Operations, National Sattey Council;
425 North Michigan Avenue. Chicago, IL
60611.

C. Various associations also publish infor-
mation which may be useful In understand-
Ing these standards. Examples of these asso-
ciations are: Fire Equipment Manufacturers
Association (FEMA) of Arlington. VA 22204
and the National Association of Fire Equip-
ment Distributors (NAFED) of Chicago, IL
60601.

IL Appendix references applicable to indi-
vidual sections. The following references
are grouped according to Individual sections.
contained in Subpart . These references
provide Information which may be helpful
in understanding and implementing the
standards of each section of Subpart L.

A. § 1910.157. Portable fire extinguishers:
1. Standard for Portable Fire Extinguish-

ers; NFPA I0; National Fire Protecton Asso-
ciation. 470 Atlantic Avenue, Boston. MA
02210.

2. Methods for Hydorstatic Testing of
Compressed Gas Cylinderm, C-l; Compressed
Gbs Association, 500 Fifth Avenue, New
York, NY 10036.

3. Recommendations for the Disposition of
Unserviceable Compressed Gas Cylinders,
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C-2 Compressed Gas Association. 500 Fifth
Avenue. New York. NY 10036.

4. Standard for Visual Inspection of Com-
premed Gas Cylinders. C-6; Compressed Gas
A. sociation, 500 Fifth Avenue. New York,
NY 10036.

5. Portable Fire Extinguisher Selection
Guide, National Association of Fire Equip-
ment Distributors, 111 East Wacker Drive,
Chicago. ML 60601.

B. § 1910.159. Standpipe and hose systems:
1. Standard for the Installaton of Siprin-

kler Systems, NPPA 13; National Fire Pro-
tection Assoclaton, 470 Atlantic Avenue,
Boston. MA 02210.

2. Standard for the Installation of Stand-
pipe and Hose Systems, NFPA 14; National
Fire Protection Association, 470 Atlantic
Avenue. Boston. MA 02210.

3. Standard for the Installation of Centri-
fuguE Fire Pumps, NFPA 20; National Fire
Protection Association. 470 Atlantic Avenue,
Boston, MA 02210.

4. Standard for Water Tanks for Private
Fire Protection. NFPA 22; National Fire
Protection Association, 470 Atlantic Avenue,
Boston. MA 02210.

5. Standard for Screw Threads and Gas-
kets for Fire Hose Connections, NFPA 194;
National Fire Protection Association, 470
Atlantic Avenue. Boston, MA 02210.

6. Standard for Fire Hose, NFA 196; Na-
tional Fire Protection Association. 470 At-
lantic Avenue. Boston. MA 02210.

7. Standard for the Care of Fire Hose,
NFPA 198; National Fire Protection Associ-
ation. 470 Atlantic Avenue. Boston. MA
02210.

C. § 1910.159. Automatic sprinder systems:
1. Standard for the Installation of Sprin-

kler Systems, NFPA 13; National Fire Pro-
tection Association. 470 Atlantic Avenue.
Boston, MA 02210.

2. Standard for the Care and Maintenance
of Sprinker Systems, NFPA 13A National
Fire Protection Association, 470 Atlantic
Avenue, Boston, MA 02210.

3. Standard for the Installation of Stand-
pipe and Hose Systems. NFPA 14; National
Fire Protection Association. 470 Atlantic
Avenue Boston, MA 02210.

4. Standard for the Installation of Centri-
fugal Fire Pumps. NFFA 20; Nationaf!Fire
Protection Association, 470 Atlantic Avenue,
Boston. MA 02210.

5. Standard for Water"Tanks for Private
Fire Protection NFPA 22; National Fire
Protection Association. 470 Atlantic Avenue,
Boston, MA 02210.

6. Standard for Indoor General Storage.
NPPA 231; National Fire Protection Associ-
ation, 470 Atlantic Avenue. Boston., MA
02210.

7. Standard for Rack Storage of Taterfas,
NPA 231C; National Fire Protection Asso-
ciation. 470 Atlantic Avenue, Boston MA
02210..

D. § 1910.160. Fixed extinguishing sys-
tems-general information:

1. Standard for Foam Extinguishing Sys-
tems, NFPA 11; National Fire Protection As-
sociation, 470 Atlantic Avenue, Boston, MA
02210.

2. Standard for Hi-Expansion Foam Sys-
teMs, NFPA A: National Fire Protection
Association. 470 Atlantic, Avenue, Boston.
MA 02210.

3. Standard on Synthetic Foam and Com-
bined Agent Sysems, NFPA liB; National
Fire Protection Association, 470 Atlantic
Avenue, Boston. MA 02210.
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4. Standard on Carbon Didxide Extin-
guishing Systems, NFPA 12; National Fire
Protection Association. 470 Atlantic Avenue,
Boston, MA 02210.

5. Standard on Halon 1301, NFPA 12A;
National Fire Protection Association, 470
Atlantic Avenue. Boston, MA 02210.

6. Standard on Halon 1211, NFPA 12B;
National Fire Protection Association, 470
Atlantic Avenue, Boston, MA 02210.

7. Stanaard for Water Spray Systems,
NFPA 15; National Fire Protection Associ-
ation, 470 Atlantic Avenue, Boston, MA
02210.

8. Standard for Foam- Water Sprinkler Sys-
tems and Foam- Water Spray Systems, NFPA
16; National Fire Protection Association, 470
Atlantic Avenue, Boston. MA 02210.

9. Standard for Dry Chemical Extinguish-
ing Systems, NFPA 17; National Fire Protec-
tion Association, 470 Atlantic Avenue,
Boston, MA 02210.

E. § 1910.161. Fixed extinguishing sys-
tems-dry chemicaL:

1. Standard for Dry Chemical Extinguish-
ing Systems, NFPA 17; National Fire Protec-
tion Association, 470 Atlantic Avenue,
Boston, MA 02210.

2. National Electrical Code,.NFPA 70; Na-
tional Fire Protection Association, 470 At-
lantic Avenue, Boston, MA 02210.

3. Standard for the Installation of Equip-
ment for the Removal of Smoke and Grease-
Laden Vapor from Commercial Cooking
Equipment NFPA 96; National Fire Protec-
tion Association, 470 Atlantic Avenue,
Boston, MA 02210.

F. § 1910.162. Fixed extinguishing systems-
gaseous agents:,

1. Standard on Carbon Dioxide Extin-
guishing Systems, NFPA 12; National Fire
Protection Association, 470 Atlantic avenue,
Boston, MA 02210.

2. Standard on Halon 1301, NFPA 12B;
National Fire Protection Association, 470
Atlantic Avenue, Boston, MA 02210.

3. Standard on Halon 1211, NFPA 12B;
National Fire Protection 'Association, 470
Atlantic Avenue, Boston, MA 02210.

4. Standard on Explosion Prevention Sys-
tems,.NFPA 69; National Fire Protection As-
sociation, 470 Atlantic Avenue,, Boston, MA
02210 1 1 1

5. National Electrical Code, NFPA 70; Na-
tional Fire Protectofi Association, 470 At-
lantic Avenue, Boston. MA 02210.

6. Standard on Automatic Fire Detectors,
NFPA 72E; National Fire Protection Associ-
ation, 470 Atlantic Avenue, Boston, MA
02210.

7. Determination of Halon 1301/1211
Threshold Extinguishing Concentrations
Using the Cup Burner Method; Riley and
Olson, Ansul Report AL-530-A.

G. § 1910.163, Fixed extinguishing sys--
tems-water spray and foam agents:

PROPOSED RULES

1. Standard for Foam Extinguisher Sys-
tems, NFPA 11; National Fire Protection As-
sociation. 470 Atlantic Avenue, Boston, MA
D2210.

2. Standard for High 'Expansion Foam
Systems, NFPA 11A; National Fire Protec-

,tion Association, 470 Atlantic Avenue,
Boston, MA 02210.

3. Standard for Water Spray Fixed Sys-
tems for Fire Protection, NFPAJ15; National
Fire Protection Association, 470 Atlantic
Avenue. Boston, MA 02210.

4. Standard for the Installation of Foam-
Water Sprinkler Systems and Foam-Water
Spray Systems, NFPA 16; National Fire Pro-
tection Association, 470 Atlantic Avenue.
Boston, MA 02210.

H. § 1910.164. Fire detection systems:
1. National Electrical Code, NFPA 70; Na-

tional Fire. Protection Association, 470 At-
lantic Avenue, Boston, MA 02210.

2. Standard for Central Station Signaling
Systems, NFPA 71; National Fire Protection
Association, 470 Atlantic Avenue, Boston.
MA 02210.

3. Standard on Automatic fire Detectors,
NFPA 72E; National Fire Protection Associ-
ation, 470 Atlantic, Avenue, Boston, MA
02210.

I. § 1910.164a. Employee alarm systems:
1. National Electrical Code, NFPA 70; Na-

tional Fire Protection Association, 470 At-
lantic Avenue, Boston, MA 02210.

2. Standard for Central Station Signaling
Systems, NFPA 71; National Fire Protection
Association, 470 Atlantic Avenue. Boston,
MA 02210.1 3. Standard for Local Protective Signaling.
Systems, NFPA 72A; National Fire Protec-
tion Association,- 470 Atlantic Avenue,
Boston, MA 02210.

4. Standard for Auxiliary Protective Sig-
naling Systems, NFPA 72B; National Fire
Protection Association, 470 Atlantic Avenue,
Boston, MA 02210.

5.-Standard for Remote Station Protective
Signaling Systems, NFPA 72C; National
Fire Protection Association, 470 Atlantic
Avenue, Boston, MA 02210.

6. Standard for Proprietary Protective Sig-
naling systems, NFPA 72D; National Fire
Protection Association, 470 Atlantic Avenue,
Boston, MA 02210. 1
J. § 1910.165. Fire brigades:
1. Private Fire Brigades, NFPA 27; Nation-

.al Fire Protection Association, 470 Atlantic
Avenue, Boston, MA 02210.

2.,Initial Fire Attack, Training Standard
On, NFPA 197; National Fire Protection As-
sociation, 470 Atlantic Avenue. Boston, MA
02210. -- -

3. Fire Fighter Professional Qualifica-
tions, NFPA 1001; National Fire Protection
Association, 470 Atlantic Avenue, Boston,
MA 02210.

4. Organization'.for Fire Services, NFPA
1201; National Fire Protection" Association,
470 Atlantic.Avenue. Boston, MA 02210.

5. Organization of a Fire Depaarment,
NIPA 1202; National Fire Protection Associ-
ation, 470 Atlantic Avenue, Boston, MA
02210.

6. Protective Clothing for Structural Fire
Fighting, NFPA 1971; National Fire Protec-
tion Association, 470 Atlantic Avenue,
Boston, MA 02210,

7. American National Standard for Men's
Safety-Toe Footware, ANSI Z41,1: American
National Standards Institute, New York,
NY 10018.

8. American National Standard for OcOn.
pational and Educational Eye and Face
Protection, ANSI Z87.1: Americall National
Standards Institute, New York, NY 10018.

9. American National Standard, Safely
Requirements for Industrial Head Protec.
lion, ANSI Z89.1; American National Stand-
ards Institute, New York, NY 10018,

10. Specifications for Protective Headgear
for Vehicular Users, ANSI Z90,1: American
National Standards Institute, New York,
NY 10018,

11. Testing Physical fitness, Davis and
Santa Maria. Fire Command. -April 1975.

12. Development of a Job.Related Physical
Performance Examination for Fire Fighters;
Dotson and Others. A summary report to
the National Fire Prevention and Control
Administration. Washington, DC, March
1977.

13. Proposed Sample Standards for Fire
Fighters' Protective Clothing and Equip-
ment; International Association of Fire
Fighters, Washington, DC.

14. A Study of Faceplece Leakage of Self-
Contained Breathing Apparatus by DOP
Man Tests; Los Alamos Scientific Labora-
tory, Los Alamos, NM.

15. The Development of Criteria for Fire
Fighters' Gloves; Vol. IIR Glove Criteria and
Test Methods: National Institute for Occu.
pational Safety and Health, Cincinnati. OH,
1976.

16. Model Performance Criteria for Strue-
tural Fire Fighters' Helmets; National Fire
Prevention and Control Administration,
Washington, DC. 1977.

17. Firefighters; Job Safety and Health
Magazine, Occupational Safety and Health
Administration, Washington, DC, June
1978.

18. Eating Smoke-The Dispensable Diet.
Utech, H.P. The Fire Independent, 1075.

19. Project Monoxide-A Medical Study of
an Occupational Hazard of Fire Fighters:'
International Association of Fire Fighters,
Washington, DC.

20. Occupational Exposures to Carbon
Monoxide in Baltimore Firefighters, Rad
ford and Levine. Johns Hopkins University,
Baltimore, MD. Journal of Occupational
Medicine, September 1976.

[FR Doe. 78-35535 Filed 12-21-78: 8:45 am]
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[4110-08-M] safety requirements f6r conducting re- comment-case-by-case exceptions to
combinant DNA research; these prohibitions with appropriateDEPARTMENT OF HEALTH;- e Taking immediate steps to require safeguards.

EDUCATION, AND WELFARE that research conducted by private e The revised guidelines will ease re-
companies complies with tlie NIH strictions on other permissible expert.

National Institutes of Health . guidelines, primarily through use' of ments. Depending on the potential
RECOMBINANT DNA RESEARCH the regulatory authority of the Food risk of an experiment, both the 1976

and Drug Administration,(at Appendix guidelines and today's revised guide.
Revised Guidelines A); lines require a researcher to comply

I am announcing today several ac- * Requesting the. Environmental with one of four levels of protective
tions affecting the conduct of ,recom- Protection Agency to. review its au- laboratory procedures and one of
binant DNA research in this country. thority and to take all action it'can to three levels of restrictions on the type

In taking these steps, I have been require compliance with the NIH of organism that may be-used in the
guided by- my.responsibility to allow guidelines by companies that carry out research. The revised guidelines assign
the maximum freedom of scientific in- DNA research but whose products are almost all categories of research physi-
quiry consistent with the protection of not regulated by the Food and Drug cal containment and/or biological con-
the public health and the environment Administration; tainment levels at least one step lower
and-with respect for the important e Directing NIH td increase its re- than in the 1976 guidelines. Since the
ethical concerns surrounding genetic search designed to determine the likelihood of harm now appears more
research in general. , extent of risk associated with recom- remote than was once anticipated, the

The research techniques used to pro- binant DNA research (at Appendix B); scientific community has now conclud-
duce recombined molecules of deoxyri- * Broadening substantially the ed that this downgrading is appropri-
bnucleic acid, the complex chemical public representation on the-HEW ad- ate. The four levels of physical con-
tha od e neicidnhefomation chemal visory committee that will assist NIH tainment and three levels of "biologl-that codes genetic information for all in administering the revised guide- cal containment"-the use of weak-
living cells, hold great promise for sig- lines; . ened organisms that cannot survive
nificantly advancing our understand- * Increasing significantly ' public outside the laboratory-set by the
ing of fundamental biological process-, access to information about recombin- -1976 guidelines would remain the
es. Moreover, this research may also antDNA research activities and -in- same.
hold potential, for the c6mmercial pro- creasing public participation in the ad- Based on the review and public hear.
duction of needed biological materials ministration of the guidelines in local ing conducted by a Departmental corn-
and agricultural products. communities. mittee, the guidelines have been sig.

From the pioneering days of this re- nificantly rewritten from the July ver-
search, many of this nation's leading - REvismn\GUIDELINES sion to increase public participation atscetit exrse concen toinres pblcpatiiaton
scientists expressign genes into micro- The revised. final guidelines that- both the local and national level:

i NIH has developed and that I am ap- e Twenty percent of the members of
organisms could carry the potential. proving today set new directions for local Institutional Biosafety Commit-
for harm by yielding new disease-pro- regulation of future recombinant DNA tees (IBC's) must represent the general
ducing organisms. Although no harm research. These final guidelines retain public, and have no connection to the
has resulted from recombinant DNA much of the guidelines that NIH pub- institution. The 1976 guidelines had
sreeaducrch nto ate, the bee w lished in proposed form last July. But no such requirements for public par-
spread uncertainty as to the degree of NIH has made many revisions based ticipation.
risk involved. - on public comment nd on the review * Important records must be made

We must always recognize that sci- conducted by a Departmental commit- public. The bulk of IBC records must
entific knowledge is not immutable; it tee. The Director, NIH, has prepared a be made available to the public and
is constaitly changing as research Decision Document responding to the problems; violations, illnesses and accl-
generates additional information and public comments and explaining the dents must be reported to NIH.
understanding. Public policy in the reasons for the revision. & At the national level, major ac.
field of science must, therefore be The final guidelines relax some of tions cannot be taken without advice
flexible-to allow change as knowledge the restrictions und'er "which recom- of the Recombinant DNA Advisory
and understanding increase. The re- binant DNA research has beern con- Committee (RAC) with public and Fed-
quirements that we impose must con- ducted since 1976, and at the same eral agency comment Major actions
stantly be revised and updated to re- time increase the role of the public in include decisions to approve on a case-
fleet new knowledge. Today the expe- approving and monitoring recombin- by-case basis experiments that are
rience and insights that we have ant DNA experiments. generally prohibited, to exempt addi-
gained provide the basis for relaxing In particular, these -final guidelines tional categories of research from the
some of the restrictions the National relax in two major respects the guide- . guidelines, to 'permit the insertion of
Institutes of Health first imposed in lines 'that were placed 'in effect. in genes in new types of bacteria, and to
1976 on recombinant DNA research it -1976. approve changes in the guidelines
funds. * The revisions exempt altogether themselves.

The actions I am announcing today five categories of experiments from Ithe Finally, today's revised guidelines
strive to allow the greatest freedom of guidelines' restrictions. NIH has con- provide more explicit guidance both
scientific inquiry possible. At the same, cluded that these experiments present for local institutions and for NIH to
time, they provide the protections nec- no, known health risk. Approximately follow in implementing the guidelines,
essary to safeguard the public health one-third of research covered under 'e Institutions must develop emer-
and environment and also provide the the. existing , guidelines would be gency plans covering accidental spills
oppdrtunity for those concerned to exempted uider the revised standaras. and personnel contamination; health
raise any ethical issues posed by re- The revised guidelines' contiue to surveillance programs for projects
combinant DNA research. ban all six- categories of potentially needing such safeguards; and training

Specificilly, I am today: hazardous research that the' 1976 programs for IBC members, research-
* Approving final guidelines pre- guidelines prohibited. They will now, ers, and other laboratory staff.

pared by the National Institutes of however, permit the Diredtor of NIH * 9 Under the revised guidelines, the
Health that significantly revise the - to grant-following public note'and NIH Director cannot approve pro-
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posed actions unless he determines
that they present no significant risk to
health or the environment.

GUIDELINE COVERAGE

The revised guidelines apply to all
recombinant DNA research conducted
at any institution which receives NIH
funds for recombinant DNA research.
At these institutions, even research
conducted without NIH support must
comply with the guidelines. Other re-
search agencies of the Federal govern-
ment have assured us that they will
require compliance with the NIH
guidelines for all recombinant DNA re-
search that they conduct or support.

We are also taking action to assure
that the guidelines apply, to the great-
est extent possible, to research con-
ducted in the private sector.. At my direction, the Food and
Drug Administration is today an-
nouncing its intent to propose than
any recombinant DNA research sub-
mitted to satisfy FDA's regulatory re-
quirements-must have been conducted
in compliance with the NIH guide-
lines.

* I have also written to Douglas
Costle, the Administrator of the Envi-
ronmental Protection Agency (EPA)
and asked him to review EPA's regula-
tory authority to determine whether
EPA can regulate recombinant DNA
research conducted privately that is
not submitted to the FDA. I have
asked him to take all action he can.

If both FDA and EPA act to regulate
privately conducted recombinant DNA
research, virtually all recombinant
DNA. research in this country would
be brought under the requirements of
the revised guidelines.

BROADENED COMMITTEE MEMERSHIP

I will announce shortly the names of
14 new members of HEW's recombin-
ant DNA Advisory-Committee. In addi-
tion to scientists who are experts in
molecular biology and other disci-
plines, the Committee will be expand-
ed to include persons knowledgeable in
a wide variety of fields such as law,
public policy, ethics, the environment
and public health. The Committee will
serve as the principal advisory body to
the Director of NIH and to the Secre-
tary of HEW on recombinant DNA
policy.

INcREAsED RIsK ASSESSMENT RESEARCH

While our knowledge about the risks
of recombinant DNA has increased
dramatically, much remains unknown.
The scientific community must contin-
ue to assess the extent of the risks
posed by recombinant DNA research. I
am therefore directing the Assistant
Secretary for Health and the Director
of the National Institutes of Health to
formulate a plan for carrying out a
balanced program of additional risk

NOTICES

assessment experiments. In my view,
the more risk assessment experiments
NIH conducts or supports, the better
we can judge whether the guidelines-
and actions taken under them-afford
appropriate protection for health and
the environment.

Today's action represents the culmi-
nation of a long and thorough process
that has sought at each step to bal-
ance the important concerns involved
in recombinant DNA research. The
National Institutes of Health in 1976
published guidelines to govern re-
search which it funds.

The 1976 guidelines:
* Prohibited six categories of recom-

binant DNA experiments which ex-
perts felt posed significant hazards.

* Defined degrees of physical and
biological containment necessary to
prevent recombinant DNA organisms
from escaping Into the environment
and surviving.

* Described permissible categories
of recombinant DNA research and as-
signed levels of physical and biological
containment for each.

9 Described specific roles and re-
sponsibilities for principal investiga-
tors, research institutions, Institution-
al biohazard committees, and the NIH.

Since issuance of the 1976 guide-
lines, recombinant DNA techniques
have become much more widely used
In research, and more has been
learned about the limits of potential
risks In using this technology.

In light of this new knowledge, the
Director, NIH, on July 28. 1978 pro-
posed substantial modification and re-
laxation of the guidelines. At that
time, I named a Departmental review
committee consisting of Peter Libassi.
the Department's General Counsel, as
Chairperson; Dr. Donald Fredrickson,
the Director of NIH, as Vice Chairper-
son; Dr. Julius Richmond, Assistant
Secretary for Health; and Dr. Henry
Aaron, then Assistant Secretary for
Planning and Evaluation. I asked the
Committee to examine the proposed
guidelines and to hold a public hearing

.on the guidelines.
In reviewing the guidelines, the com-

mittee solicited and heard comments
from representatives of environmental
groups, unions, pharmaceutical com-
panies, institutional biosafety commit-
tees and Congressional staff members.
The committee reviewed more than
170 letters from the public comment-
ing on the'revisions. The committee
planed a vital role In the process
which led to the revised guidelines and
unanimously recommended that the
revised guidelines be approved.

These revised guidelines provide for
a flexible, open system that can ac-
commodate new scientific Information
that may warrant change, either to
relax or to increase safety require-
nents.

60081

I applaud all who have labored to
develop these guidelines: The scientif-
ic community, the public, and workers
at the Federal, State and local levels
This research holds promise for
adding to our understanding about
basic biological processes. These guide-
lines should permit that promise to be
realized without presenting any sig-
nificant risk to public health or the
environment.

Dated: December 15, 1978.

JosEPH A. CAIAIo, Jr.,
Secretary.

APYEN ix A

THE SEcETrARY OF HEAITH.
EDUCATION. AND WELFARE.

Washington. D.C 20201.

DzcEmzR 15. 1978S.

MEMORANDUM TO: Commissioner of
Food and Drugs, Director, National In-
stitutes of Health.

THROUGH: Assistant Secretary for Health.

SUBJECT:. FDA Requirements for Compli-
ance with the NIH Guidelines for Re-
combinant DNA Research.

With my approval and thatlof the Assist-
ant Secretary for Health. the Director of
the National Institutes of Health is issuing
today revised Guidelines for Recombinant
DNA Research.

These Guidelines set down requirements
for all recombinant DNA research either
conducted by NIH or conducted by institu-
tions receiving NIH funds for recombinant
DNA research. Other Federal agencies fund-
ing recombinant DNA research have agreed
to require recipients of their funds to
comply with these Guidelines as well.

To the maximum extent possible, we
should extend the coverage of the NIH
Guidelines to recombinant DNA research
carried out, in the private sector, with appro-
priate protection for proprietary and patent
rights.

As we discussed, the pharmaceutical in-
dustry does most of the recombinant DNA
research that is carried out privately in this
country. Accordingly, the Food and Drug
Administration is Issuing today a Notice of
Intent to propose regulations. These pro-
posed regulations would require that all re-
combinant DNA research submitted to the
FDA to satisfy the FDA's regulatory re-
quirements be carried out in compliance
with the Guidelines. This requirement
should bring under the Guidelines the vast
majority of recombinant DNA research con-
ducted In this country by the private sector.
If FDA does adopt such regulations, there
must be close cooperation between NIH and
FDA In implementing them. With the Com-
missioner of Food and Drug taking the lead.
you should prepare a plan of action on the
steps necessary to apply the Guidelines to
the private sector. .

-Please submit a memorandum describing
your proposed plan of action at the time
you submit proposed regulations.

JoszPH A. C.-urANo. Jr.
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APPENDIX B

THE SECRETARY OF HEALTH,
,EDUCATION, AND WELFARE.

Washington, D.C. 2020.

DECEMBER 15, 1978

MEMORANDUM -TO: Assistant Secretary
for Health, Director. National Institutes,
National Institutes of Health.

SUBJECT' Assessing the Risk of Recombin-
ant DNA Research.

With the issuance today of repised Guide-
lines for recombinant DNA research, the re-
sponsibility of the National Institutes of
Health to conduct and support experiments
designed to determine the risks of recombin-
ant DNA research becomes even more im'-
portant than It has been in the past. The re-
vised Guidelines now require a finding by
the Director of NIH that each proposed
action under the. Guidelines "presents no
significant risk to health or the environ-
ment." It Is critical that these judgments, to
the maximum extent possible, be based on
the firm foundation of documented re-
search that is subject to peer review.

Experience and knowledge gained from
the broad range of recombinant DNA re-
search already underway will provlde much
information for assessing risks. But in many
areas special research and careful attention
will be needed. To discharge our responsibil-
Ity to assess risk before. certain -research is
conducted on a wide-spread basis, NIH
should formulate a plan for carrying out a
balanced program of more such risk-assess-
ment experiments either at NIH directly or
under NIH-supported grants or contracts. In
my view, the more risk assessment experi-
ments NIH carries out, the better we will be
able to Judge whether the Guidelines-and
actions taken under them-afford appropri-
ate protection for health and the environ-
ment.

Your overall plan to conduct risk assess-
ment experiments should be published for
public comment and presented for review- to
the Recombinant DNA Advisory Committee
annually. The first such plan should be
ready for publication and submission to the
Advisory Committee by March 30. 1979.

JOSEPH A. CALIFANO, Jr.

NOTICE OF RELEASE OF REvISED NIH
GUIDELINES FOR RECOMBINANT DNA
RESEARCH

Today, the Director,-National Insti-
tutes of Health, with the approval of
the Assistant Secretary for'Health and
the Secretary of Health, Education,
and Welfare, is authorizing the rekease
of revised NIH Guidrelines for Re-
search Involving Recombinant DNA
Molecules. The Guidelines and a Deci-
sion of the NIH Director to issue the
revised guidelines are published below.

Dated: December 15,, 1978.

DONALD S. FREDRICKSON,
Director,

National Institutes of Health.

DECISION OF THE DIRECTOR. NATIONAL
INSTITUTES OF HEALTH, To IssuE RE-
VISED GUIDELINEr FOR RECOMBINANT
DNA RESERACH-

DECE MBER-1978.

CONTENTS

I. Scope of the Guidelines.

General Applicability.
Prohibitions and Exemption--General

comments.
Prohibitions-Specific Comments;~
Exemptions-Specific Comments.
II. Containment.
Physical Containment.
Shipment.
Biological Containment.
Flexibility in Choosing Physical and Bio-

logical Containment Levels.
III., Containment Guidelines for Covered

Experiments.
General Considerations.
Risk Assessment.
Specific Concerns.
IV. Roles and Responsibilities.
Of the Institution (General).
Of the Institution (Special).
Of'NIH (GeneraD.
Of NIH (Specific).
V. Footnotes and References.
Appendix A (Director's Decision concern-

ing Appendix A of the Guidelines).
Appendix B (Director's Decision concern-

ing-Appendix B of the Guidelines).

APPENDICES

I. Environmental Impact Assessment.
IL Federal Interagency Advisory, Commit-

tee (list of members).
II. Exchange of letters between. Senators

and Secretary Califano.

I. ScorE OF THE GUIDELINES

A number of commentators at the
September 15 hearing and correspon-
dents addressed issues concerning the
scope of the Guidelines. Views were
expressed for an- against exempting
.experiments from the Guidelines even
though some argued that the risk was
minimal or nonexistent. Specific issues
that were raised are discussed below.

GENERAL APPLICABILITY

Several commentators spoke to the
scope of the ,applicability of the
Guidelines. Some questioned the right
of NIH to apply the Guidelines to in-
vestigations 'not supported by NIH at
an institution that receives some NIH
funding for recombinant DNA re-
search. Others, however, urged that
the scope be broadened to include all
institutions receiving NIH or, indeed,
DHEW funding for whatever purpose:

I addressed these concerns in my De-
cision accompanying the proposed re-
vision published in the FEDERAL REGIS-
TR on July 28, 1978. I noted that par-
tial adherence to the Guidelines
within an-institution would defeat the
purpose of extending maximal protec-
tion to the community. Thus, it would
be inconsistent -for NIH to provide
funds for- recombinant DNA activities
to an institution that did not meet the
standards of the Guidelines in all of
its recombinant DNA research, regard-
less of the source of funding. This
principle is sound and NIH has the au-
thority to apply it.

Some commentators took exception
to the statement in the section on
General Applicability that once cer-
tain research is approved at the local
level, it may proceed. Several corre-

spondents pointed out that the lan.
guage conveys the sense that all ic-
combinant DNA research can proceed
solely on the basis of local approval.
This is not the case and this section
does not, in fact. deal appropriately
-with the matter. Accordingly, the
topic has been deleted from the Appli-
cability section and dealt with exten-

-sively In part IV of the Guidelines and
in the Administrative Practices Sup.
plement.

Another commentator urged that
the Tequirements.of the Guidelines be
extended to NIH-supported research
in foreign countries. The proposed re-
vised Guidelines (PRG) state that the
Guidelines are applicable, but If the
host country has rules for the conduct
of recombinant DNA projects, then a
certificate of compliance with those
rules may be submitted to NIH In lieu
of compliance with the NIH Guide-
lines, so long as the safety practices of
the two are reasonably consistent, Of
course, in countries with no guidelines,
the NIH Guidelines must apply to
NIH-supported research.

PROHIBITIONS AND EXEMPTIONS-
GENERAL COMMENTS

There were a large number of com-
ments on prohibitions, exceptions to
prohibitions, and exemptions from the
Guidelines. There was some confusion
on the difference between exceptions
and exemptions. Experiments except-
ed from the prohibitions are assigned
appropriate containment levels and
thus must be conducted in compliance
with the Guidelines. For experiments
under the exemptions (and not affect-
ed by prohibitions), the Guidelines do
not apply at all.

Several of the commentators spoke
to one or more of the criteria used for
exempting experiments from the
Guidelines. Some said that the crite-
rion for granting exemptions should
be safety and not whqther DNA ex-
change occurs in nature. This Issue Is
discussed in the Environmental
Impact Assessment accompanying the
revised Guidelines in the FEDERAL REo-
isTER of July 28, 1978.

It was noted there that, according to
some commentators, safety rather
than "novelty" should be the criterion
for exclusion. That Is, any recombiri-
ant molecule that poses a potential
threat to the public health or the en-
vironment should be covered by the
Guidelines regardless of' whether the
molecule is a novel one. An opposing
view, expressed by other commenta-
torS, was that a proper criterion
should be' whether the potential
hazard of the recombinant molecule
would differ significantly from the
biohazard posed by a molecule already
found in nature or from a biohazard
that can be successfully handled by
conventional methods. It .proved Im-
possible to reconcile these differences
of opinion in the definition Itself, and
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so the Exemptions sections was devel-
oped.

In my view, the criteria given in the
exemptions and prohibitions sections
of the PRG defining recombinations
similar to natural events are both con-
servative and reasonable. It should be
noted that the wording of prohibition
I-D-5, "that are not known to acquire
it naturally," is identical to that of the
original 1976 Guidelines.

PROHIBITIONS-SPECIFIC COMNIENTS

Several commentators requested
clarification of prohibition I-D-2 con-
cerning the deliberate formation of
potent toxins. Was it intended to cover
only toxins for vertebrates or those

-for all species? A commentator noted
that fungi" produce antibiotics that are
potent toxins for bacteria. It is not the
intent of this prohibition to cover such
toxins but only potent toxins for ver-
tebrates. Accordingly, new language
makes it clear that "potent toxins"
refers specifically to vertebrates.

A number of commentators form the
agricultural community urged that
mechanisms be set in place for waiver
of prohibition I-D-4, which bans delib-
erate release into the environment of
any organism containing recombinant

'DNA. Recognizing the need expressed
by these commentators for more de-
finitive standards for allowing excep-
tions, I will refer the matter to the Re-
combinant Advisory Committee (RAC)
for its consideration. Indeed, in re-
sponse to several suggestions from
commentators, the RAC will be asked
to address conditions under which ex-
ceptions to various prohibited catego-
ries of experiments may be granted.

Another commentator, urged that
for waiver of the prohibition on delib-
erate release into the environment,
the Guidelines explicitly require com-
pliance with the National Environ-
mental Policy Act (NEPA) and any ad-
ditional safeguards to be stipulated by
EPA. Others urged that full Environ-
mental Impact Statements be filed on
most exceptions to the prohibitions.
As I noted in my Decision accompany-
ing the PRG on July 28, 1978, all
waiver decisions will include a careful
consideration of the potential environ-
mental impact. Some decisions may be
accompanied by a formal assessment
or statement-a determination, howev-
er, that can only be made on a case-by-
,case basis. In the new procedures for
the Federal agencies under the Guide-
lines, all agencies represented on the
Federal Interagency Committee, in-
cluding- EPA and OSHA, will have
nonvoting members on the RAC, and
will thus have opportunity to partici-
pate in all the RAC's deliberations. In
addition, the' Federal Interagency
Committee may be convened to discuss
issues its members believe are impor-
tant prior to the granting of any

waiver. Exceptions to prohibitions also
fall under the procedure described In
Section IV-E-1-b-(1) of the Guidelines
that involves at least 30 days of public
comment.

The standard for exceptions to pro-
hibitions in the Guidelines was a
source of much comment. Some com-
mentators believe that the standard
should be "no significant risk and a
clear social benefit to be realized."
Others urged that exception to the
prohibitions be justified only to
permit special risk-assessment experi-
ments. I believe that Section IV-E-l-b
sets the appropriate standard at this
time. This is particularly so in light of
the fiew procedural protections de-
scribed in part IV requiring publicland
Federal agency participation in such
decisions.

There were a number of coifunents
from the private sector concerning the
prohibition on large-scale experiments
(I-D-6). They noted that the necessity
for conducting scaie-up experiments
(greater than 10-liter volumes) is im-
minent, and that, in their view, such
experiments present no unusual haz-
ards. I recognize the need for conduct-
ing experiments with more than 10
liters of culture and the extensive ex-
perience of industry in dealing with
larger volumes. The criteria set forth
in the Guidelines make the prohibi-
tion inapplicable when the recombin-
ant DNAs are rigorously characterized
and free of harmful DNA sequences.
An exception to the prohibition may
also be granted [see Guidelines, Sec-
tion IV-E-l-b-(1)-(e)J and the RAC
will begin to consider specific stand-
ards for exceptions.

EXEMPTIONS-SPECIFIC COUENTS

In the PRG all of the prohibitions
overrode the exemptions. There were
suggestions that certain prohibitions
not apply to the exemptions. It was
recommended, for example, that the
prohibitions relating to the deliberate
release of recombinants into the envi-
ronment and the deliberate transfer of

.drug resistance not apply to exempt
experiments. In my view these prohi-
bitions must continue to apply for the
present.

It was also argued that the prohibi-
tion on large-scale experiments should
not apply to exempt experiments. This
prohibition, indeed, is different from
the other five, as is explicitly noted in
the 1976 Guidelines. In the PRG the
language was tightened: "recombinant
DNAs known to make harmful prod-
ucts" was changed to "unless the re-
combinant DNAs are rigorously char-
acterized and are shown to be free of
harmful genes." For experiments in
the exempt category that call for more
than 10 liters of culture, it seems un-
necessary to have the recombinant
DNAs meet these criteria. Therefore, a
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fixed prohibition, unduly restrictive in
these cases, no longer applies, and ex-
periments which meet the criteria of
the exemptions may be conducted in
volumes of over 10 liters. The first five
prohibitions continue to apply to all
experiments and override the exemp-
tions.

A correspondent stated that the in-
clusion of specific exemptions in the
Guidelines is premature. It was recom-
mended'- that exemptions be granted
instead on a case-by-case basis after
risk-assessment, NEPA compliance,
public pirticipation, and a finding
based on experimental data that the
exemption presents no significant risk
to health or the environment. In my
view the five classes of exemption
listed in the PRG, as discussed in the
accompanying Decision Document and
Environmental Impact Assessment,
are warranted. It is a view shared by
the RAC and many -commentators
throughout this long period of pro-
posed Guideline revision. All of the
participants and observers concerned
with the Guidelines -ill benefit from
disengagement of the least potentially
hazardous use of recombinant DNA
techniques, so that attention may be
focused on the areas still encompassed
by the Guidelines.

A witness at the September 15 hear-
Ing objected to exemption of experi-
ments involving naked DNA, maintain-
Ing that the Rowe-Martin experiment
showed that the ingestion of naked po-
lyoma DNA by mice resulted in infec-
tion. This is incorrect. In that experi-
ment the DNA caused infection in
mice only when injected, and- then
with much reduced ability as com-
pared with the whole virus. It is a
common experience that naked DNA
molecules are fragile and.difficult to
retain intact in the laboratory. Ingest-
ed DNA would be destroyed in the ali-
mentary tract by stomach acid and the
various enzymes that degrade DNA.
The one route whereby naked DNA
molecules might be hazardous is acci-
dental injection, as into a laboratory
worker. The same could be said for
many of the chemicals used in experi-
ments. For this reason, the use of hy-
podermic needles in laboratory proce-
dures is avoided whenever possible.
Their use Is specifically discouraged in
the section of the Guidelines on Con-
tainment. Further, Footnote 5 has
now been expande& to recommend in-
activation of DNA before disposal, and
specifically refers to the Laboratory
Safety Monograph ag a source of
advice on acceptable methods.

A commentator on behalf of the
RAC's Working Group on Prokaryotic
Host-Vectors Other than E. Call K-12
proposed modification of Exemption
I-E-3. He provided the following justi-
fication: "Addition of the proposed
clause ['or which have been trans-
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ferred to another host by known phys-
iologic means'] will exempt the follow-
ing types of experiments:

"An E. coli strain is constructed in
which a chromosomal gene of E. coli
has been enzymatically joined to plas-
mid DNA; this plasmid is then trans-
ferred by conjugation into another
bacterial host that is not on the Direc-
tor's List of bacteria that exchange
with E. Coli.

"It seems logical that thl; experi-
ment should be exempt, because it in-
volves natural genetic exchange be-
tween two organisms both of which
are exempt. The E. Coli. donor is
exempt because it represents a gene
combination that could easily arise by
natural means. As the transfer can
also occur naturally, the same state-
ment applies also to the second' host
carrying the plasmid.

"'If unidirectional plhsmid transfer
had been accepted as an adequate cri-
terion for inclusion on the Director's
List, the strain would be autonatically
exempt. The reason for not accepting
this criterion was that some doubts
had been expressed as to whether uni-
dfrectional plasmid transfer automati-
cally implied bidirectional transfer of
chromosomal genes.' However, in- the
present case, the ability to construct
the desired recombinant is de facto
evidence that it could arise by natural
means.

"A specific proposal was submitted
to RAC * * * to splice an E. Coli. sup-
pressor into an E. COlIL transposon,
then move the resulting combination
into Myxococcus by P1 trahsduction.
This "strategy will allow the isolation
of suppressible mutants ,of myxococ-
cus and its phages, which will greatly
expedite genetic studies of develop-
ment and motility in that organism."

The change as proposed by. the com-
mentator is warranted in "my view, and
has been made, with minor rewording
for clarity.

There were many comments con-
cerning the list of exchangers in Ap-
pendix A to be exempt from the
Guidelines under exemption I-E-4. -

Many commentators urged more ex-
plicit standards for inclusion on the
list. As discussed in detail in the sec-
tion of this document dealing with Ap-
pendLx A, the, criteria for inclusion on
the-list have been tightened and made
more explicit, reducing the list consid-
erably and thus exempting fewer ex-
periments from the Guidelines.

IL CONTAINMENT

The object of the containment provi-
sions of the prolposed revised Guide-
lines is to ensure that experimental.
DNA recombination will have no ill ef-
fects on the researchers, the general
public, or the environment. Public
comments on part II of the Guidelines
and on the- Iaboratory Safety Mono-
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graph were generally supportive. How-
ever, a number of -pertinent issues re-
lating to physical and biological con-
tainment were'-raised in correspond-
"ence and at the public hearing held on
September 15, 1978. They deserve con-
sideration and are addressed below.

PHYSICAL CONTAINMENT

Effectiveness of Physical Containment

One commentator observed that lab-
oratories cannot provide foolproof
containment of dangerous organisms
and that a: biohazard outbreak can
rapidly spread to virtually any neigh-
borhood on earth. He cited the recent
laboratory accident in England 'attrib-
uted. to the escape of a smallpox virus
through a faulty filter. NIH agrees
that when known hazardous agents
are,dealt with, the risk of a labora-
tory-acquired infection cannot be to-
tally eliminated. I believe, however,
that adherence to the Guidelines pro-
vides ample protection for laboratory
personnel, the public, and the environ-
ment. Even if an organism should
escape from the laboratory, the muta-
tional changes underlying "biological
containment" would greatly decrease
the probability that it would survive in
the environment. The recent incident
-in Englana involves an extraordinarily
hardy, resistant, and virulent orga-
,nism to Which man is very suscepti-
ble-one that is hardly comparable to
weakened strains of E. coli generally
used in recombinant DNA research or
to the new-host-vector (HV) systems
now under consideration.

Laboratory Practices

A correspondent noted that persons
on antibiotics or immunosuppressive
drugs, or those-with open lacerations
or chronic digestive abnormalities, are
not prohibited from entering the labo-
ratory under any of the physical con-
tainment levels. In response, it should
be pointed out 'that the Laboratory

-Safety Monograph (LSM), page 204,
provides that "laboratory workers who
are -undergoing treatment with ster-
oids, immunosuppressive drugs or anti-
biotics, or are suffering from colitis,
ileitis, active chronic diarrhea, or
other gastrointestinal disorders,
should -have a medical evaluation to
determine whether they should be en-
gaged in research with potentially haz-
ardous organisms during the time of
their illness!' Reference to this now
appears 'in Section IV-D--1-h, which
also mandates that - the institution
shall provide health surveillance of
laboratory personnel.

Several commentators noted that ab-
sence of specific guidance for the
rodent and insect control programs re-
quired in Section II-B-1-a-(9), I-B-2-
a-(12), II-B-3-a-(12), II-B-4-a-16)..
The large variety of situations and
animal involved makes precige-specifi-

-ations impractical. It is the Intent of
the Guidelines, however, that ade-
quate attention be paid to this prob-
lem, and further guidance will be pro-
vided in the next edition of the LSM.

Emergency Procedures

One commentator urged that the
Guidelines Include specifications for
cleanup procedures to be followed In
the event of a spill or accidental re-
lease of organisms into the environ-
ment. A witness recommends that for
prompt and adequate response to
emergencies, a team of experts from
NIH and CDC be formed, and that
their names and telephone numbers
be published for easy access. Emergen-
cy procedures are currently detailed in
the LSM, pp. 194-195. These will be
expanded in the next edition of the
monograph to provide for ail NIH-
CDC emergency consultation and re-
sponse program to assist Institutions
in managing serious accidents.
Twenty-four-hour telephone coverage
will afford an immediate reponse capa-
bility.

One correspondent recommended
that all bacteria used In recombinant
DNA experiments be tagged so that
their spread, in the event of an acci-
dent, could be detected in the environ-
ment. A general requirement to this
effect is not now practicable. It should
be noted, however, that in many cases
bacteria are tagged to permit Identifl-,
cation.

A correspondent raised the prospect
that P2 and P3 containment facilities
could be compromised by an earth-
quake. Most institutions have emer-
gency plans for dealing with natural
disasters. Selected references are cited
in, the 'LSM. If necessary, NIH and
CDC are available to provide direct as-
sistance in the management of specific
emergency situations. Moreover, Insti-
tutions in areas subject to natural dis-
asters such as earthquake must gener-
ally conform to building code require-
ments that are designed to minimize
the effects of such disasters.

Issues Related to Specific Contain-
ment Levels

A number of additional comments
were received from public commenta-
tors relating to the proposed actions at
specific levels of physical containment.
I One correspondent said that the new

P1 and P2 containment conditions are
not significantly different, and that
the difference between P1 and P2
should be approximately the same as
that between HV1 and HV2. He object-
ed strongly to the escalation of the P1
and P2 containment rules.

NIH believes that the differences be-
tween the -two levels of containment
are significant. For example, P2 re-
quires use of biological safety cabinets
to contain aerosol-producing equip-
ment, use of the universal blohazard
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sign, and use of gowns, coats, and uni-
forms. It limits entry into a laboratory
to those who have been specifically in-
formed advised of the nature of the re-
search being conducted.

In response to a witness who averred
that Pl actually represents no con-
tainment, it can be noted that P1 is
the equivalent of the physical-contain-
ment level used in medical microbiolo-
gia and hospital diagnostic laborato-
ries throughout the world for han-
dling infectious organisms. Indeed, it
was suggested that a need'exists for an

-even lower level of physical contain-
ment than P1 (for organisms consid-
ered of minimal risk). I do not believe
it prudent, however, to permit a lower
level of containment for experiments
covered by the Guidelines.

In the Decision -of the Director pub-
lished with the NIH-proposed revised
Guidelines on July 28, 1978, I indicat-
ed that mouth-pipetting would no
longer be permitted in P1 contain-
ment. Since it is already prohibited in
P2 through P4 containment, this
would-ban the use of mouth-pipetting
for any experiment covered by the
Guidelines. One commentor feels that
mouth-pipetting should not be prohib-
ited under P2 conditions and should
definitely be allowed under P1 con-
tainment because of its superior effi-
ciency. The banning of mouth-pipet-
ting at the P1 level, however is in
accord with the advice of safety ex-
perts; the present availability of excel-
lent mechanical devices for pipetting
makes the alternative, in my opinion,
a practicable one.

A correspondent suggested that use
of biohazard signs at the P2 level of
containment should be discontinued:
"They should be reserved for demon-
strated biological hazards. There is a
real danger that overuse of these signs
in cases where workers know they do
not apply will lead to the ignoring of
all biohazard signs." While I recognize
the concern expressed, I feel it pru-
dent to require the universal sign -at
the P2 level when recombinant DNA
materials are being handled.

For the P3 level of containment, one
commentator suggested that an auto-
clave be within the controlled labora-
tory area, if not the laboratory itself,
rather than merely in the same build-
ing. Another commentator makes a
similar point for the P2 level This
issue was raised in comments on the
revision of the Guidelines proposed by
the Recombinant DNA Advisory Com-
mittee (PRO-RAC, FEDERAL REGISTER,
September 27, 1977). As stated in my
Decision (FEDERAL REGISTER,-July 28,
1978), " * * an absolute requirement
that the autoclave must be within the
controlled area is not considered ap-
propriate, Since contaminated material
can-be safely transported. Such a re-.

- quirement would exclude the use of
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autoclaves in waste-staging areas that
have been conveniently sited to sup-
port an entire facility."

A commentor questions for entrance
of children into P3 facilities. After
considering this Issue, I have decided
to (1) retain the stipulation that per-
sons under 18 years of age shall not
enter a P4 facility, (2) raise the age
limit for entry to P3 laboratories from
12 to 16 years of age, and (3) eliminate
the age stipulation for P2 laboratories.

A recommendation that the use of a
separate centrifuge room or cubicle be
provided in a P3 facility to contain
spills occasioned by rotor failure has
not been accepted. All rooms in the P3
facility must be capable of being
sealed to facilitate space decontamina-
tion. Modem centrifuges do not pre-
sent the potential hazard associated

-with earlier models. Rotor design, op-
eration requirements, the design integ-
rity of the centrifuge well, and the
availability of sealed centrifuge cups
adequately control the aerosol hazard
associated with centrifuging.

Other concerns relating to the P3
level of physical containment have
been considered:

* Section II-B-3-c-(7), dealing with
ventilation, has been completely, re-
written to clarify the Intent to permit
recirculation of HEPA-filtered ex-
haust air.

* Section II-B-3-c-(5), which re-
quires that laboratory doors be self-
closing, has been deleted. As a corre-
spondent observes, the Guidelines
should be worded in such a way as to
make facility design compatible with
Section II-B-4-a-(l) requiring labora-
tory doors to be closed while experi-
ments are in progress has been re-
tained.

9 A recommendation that the
Guidelines be revised to require that
booties be worn at all times within the
P3 laboratories has not been accepted.

For the P4 level of physical contain-
ment, one correspondent would have
the Guidelines specifically require the
use of gloves. In response, It can be
noted that most P4 experiments use

- Class III cabinets, which are fitted
with attached arm-length rubber
gloves. As shown In Table II of the
PRG-NIH, however, one can work in
open-faced biological safety cabinets
with augmented biological contain-
ment. In this case, the requirement for
gloves has, now been explicitly set
forth by addition of text to Table IL

In response to commentors' sugges-
tions and NIH review, other changes
have been made in the Guidelines. For
example:

* Sections II-B-l-a-5), II-B-2-a-
(5), and II-B-3-a-(5) have been
changed to indicate that eating, drink-
ing, smoking, and storage of foods are
not permitted in the "laboratory area
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In which recombinant DNA materials
are handled.-

9 Sections II-B-2-a-(0) and 11-B-3-
a-(1) have been changed to mandate
the posting of the universal biohazard
sign on freezers and refrigerators "or -
other units" used to store organisms
containing recombinant DNA mole-
cules. In addition, the requirement for
Identifying storage units within the P4
facility with the univ&sal biohazard
sign has been included In Section II-
B4-a-(15).

* Additional language to clarify the
use of the terms "sterilized" and-"de-
contaminated" has been added to Sec-
tions 11-B-1-a-(3), II-B-2-a&-(3), 11-B-
3-a-(3), II-B-3-a-(8), I-B-4-a-(9), and
II-B-4-a-(10).

e The requirement that the labora-
tory be kept neat and clean has been
added to PI; it was already present at
P2, P3, and P4.

e A new Section II-B-4-(18) has
been added concerning vacuum outlets
In the P4 facility.

IMPMENT

New language to clarify the intent of
Section II-C relating to shipment has
been suggested by the Department of
Transportation. This language has
been incorporated (with minor modifi-
cations) into the Guidelines. The sug-
gestion of one correspondent that cer-
tain clones be exempt from these re-
quirements has not been accepted.

BIOLOGICAL CONITAINIssT

Certification of Host-Vector Systems

Most comments on the biological
containment provisions of the pro-
posed revised Guidelines related to de-
velopment, review, and approval of
host-vector (HV) systems other than
E. coli K-12. In particular, commenta-
tors from the scientific community
continue to urge development of such
alternate systems. Thus, one corre-
spondent wrote, "The anticipated po-
tential of recombinant DNA in agricul-
ture will be difficult, if not impossible,
to realize with E. coli K-12 host-vector
systems. Therefore, It is Imperative
that attention be given to the develop-
ment and approval of alternate HV1
systems that may be useful in genetic
engineering of plants and inverte-
brates." Another correspondent wrote,
"While many of the regulations do not
add to the safety of what are basically
safe experiments, they do serve to in-
hibit the development of new and ver-
satile vector systems * * *. The redun-
dant safety testing program is too
onerous, time-consuming, and in our
opinion, not scientifically justified."

While I agree that research based on
other host-vector systems. must pro-
ceed, I believe that certification of
these systems should be approached
conservatively. The new systems raise
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ecological and biological issues tha
must be carefully and thoughtfully ad.
dressed. As one correspondent cau.
tions, "We must be very careful when,
bolstered by our confidence in E. col,
K-12 systems, we try to extrapolate tc
B. subtilis, yeast, etc." Two WorkinE
Groups of the RAC have recently mel
to, consider alternate systems and tc
develop more precise and objective cri,
teria for certification.* Many jrob,
lems, however, persist for setting gen.
eral standards that could be applied tc
all organisms. I believe that the proc.
ess of review and approval described in
the Guidelines will allow for full anc
deliberate examination on a case-by.
case basis of putative HV systems ane
of pertinent ecological and bi6logica
issues. This process will, of course
comply fully with NEPA.

In response to one correspondent's
suggestion, text has been added tc
Section II-D-2-a further clarifying the
roles of the NIH Director and ORD.A
in the process of certification.
Data Required for Certification

One corresiondent suggested an ex.
pansion of Section II-D-2-b-(1), relat,
lng to data to be submitted for certifi.
cation of HV1 systems other than E.
coli K-12. Specifically, he would re-
quire a thorough discussion of the
physiological properties of the orga
nism, particularly those related to it,
reproduction and survival and the
mechanisms by which it exchanges ge,
netic information-not simply the
range of organisms with which it ex.
changes. I believe these charactersticz
to be especially crucial in approval o
new systems; accordingly, Section II-
D-2-b-(1) has been amended to incor-
porate this suggestion.
EK1 Systems

One correspondent noted that most
host components of EK1 systems usec
in recombinant DNA research have
mutations in addition to -those ac
quired during K-12's laboratory evolu.
tion that confer special nutritional re.
quirement , cause recombinants to be
defective, or otherwise diminish sur.
vival .or reduce the' likelihood foi
transmission of recombinant DNA. I
has been suggested that use of such
mutations should be encouraged. An
my view, much of the vauie of the
EK1 host is its flexibility, and it doe
not seem necessary to explicitly rec
ommend certain strains of E. coli K-E
as EK1 strains. The investigator v~il:
generally choose the more readily
transformable E. coli K12 strains
and many of the characteristics thai
enhance transformability decrease
survival. In addition, by-suggesting thE

*The Working Group on Prokaryotic
Host-Vectors Other Than E.' Coli met or
September 12, 1978;-and the Working Grout
on Lower Eukaryote Host-Vector System.
met on September 16, 1978. -
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use of certain mutations, we may shut
off research on others which might
prove even more useful and safe.

FLEXIBILITY IN CHOOSING PHYSICAL AND
p} BIOLOGICAL CONTAINMENT LEVELS

One witness and one correspondent
questioned the rationale for allowing
alternate levels of physical and bio-

. logical containment. The concept of
"flexibility" is discussed at some
length in the Decision document, FED-

SERA REGISTER, July 28, 1978, pp.
33052-3305.3, and in the accompanying
Environmental Impact Assessment, p.

- 33113. Moreover, the flexibility al-
I lowed in alternate P and HV levels is
I carefully explained in the text of the
, Guidelines, and the investigator must

follow the explicit requirements set
forth in part III of the Guidelines and
Tables I and II.

S III CONTAINMENT GUIDELINES FORCOVERED EXPERIMENTS

GENERAL CONSIDERATIONS

- Many of the commentators support-
ed the levels of containment recom.

- mended for covered experiments.
They concurred with the scientific ar-
guments presented in the Decision

e document and- Environment Impact
" Assessment (issued July 28, 1978) as a

rationale for lowering containment
* levels. Some cited the reports of the

Falmouth and Ascot risk-assessment
meetings as confirmatory evidence,
and reiterated that E. coli K-12

f cannot be converted into an epidemic
pathogen even'by the introduction of
additional genes from known patho-
genic strains.
-Many commented favorably' on spe-

cific sections of the Guidelines, such
as the lowered containment levels for
viral DNA. Others supported the pro-
posed containment levels- for the clon-
ing of primate DNA. One further
stated that relaxation would permit

- major studies to be made in locating
and mapping human genes. Another

" noted that the proposed revisions
would permit the conduct of research
with plants and plant-associated mi-croorganisms and endorsed the

L changes based on the Workshop on
Risk Assessment of Agricultural Path-
ogens.

A number of commentators, while
generally supportive of the changes
proposed, believed the- Guidelines to
be still too restrictive. Some urged
that they either be dispensed with en-
tirely or, in the opinion of one com-
mentator, be replaced with the follow-
ing sentencg: "It would seem prudent
to conduct work with organisms con-

c taining recombihant DNA under labo-
ratory conditions appropriate to the
degree-df- pathogenicity of the donor
organisms."

I appreciate the thoughtfulness and
care that have gone into the many let-
ters. I also acknowledgd a belief that
the proposed revised Guidelines repre-
sent a conservative lowering of con-
tainment based on data and analysis
discussed in detail In the Decision doc-
ument and Environmental Impact As-
sessment of July 28, 1978.

On the other hand, there were com-
mentators and witnesses who believed
the lowering of containment levels In
the proposed revised Guidelines was
not justified. While there was a differ-
ence of emphasis In many of the com-
ments, there appeared to be several
major concerns. I shall consider each
of these in turn.

o Commentators state that "much
of the evidence [that NIH cites as a
basis for lowering- containmant] has
never been published or is available
only In summary form." Also that "A
great deal of weight has been placed
on semi-authorized reports of discus-
sions held at closed scientific meet-
ings, attended by a small number of
selected participants." They express
concern that such action by NIH has
prevented the wider scientific commu-
nity from critical appraisal of the
data. Various of these commentators
state that the results of the Falmouth
conference were published only two
months before the proposed revision
of the Guidelines was issued, that the
proceedings of the Ascot conference
have not been issued, and that the re-
sults of the Rowe-Martin risk-assess-
ment experiments have not yet been
published.

The extensive proceedings of the
Falmouth meeting, held in June 1977,
were published in the Journal of In fee-
tious Diseases In May 1978. Publica'
tion in journal form usually involves a
considerable delay, even after the
edited manuscript, in this case con-
structed of transcripts of papers and
discussions editdd by participants, has
been completed. The moderator of the
Falmouth meeting, Dr. Sherwood Gor-
bach, Professor of Medicine and Mi-
crobiology, Tufts University School of
Medicine, summarized the outcome of
the meeting in a letter to me on July
17, 1977. (This letter was published as
Appendix M to the October 1977 Envi-
ronmental Impact Statement, and was
also published along with letters from
other participants In the Recombinant
DNA Technical Bulletin, Volute 1,
No. 1, Fall 1977.) •

The report of the Ascot meeting was
published as Appendix E to the Envi-
ronmental Impact Assessment (EIA)
in the FEDERAL REGISTER on July 28,
1978, pp. 33159-33167, and previously
in the FEDERAL REGISTER on March 31,
1978, pp. 13748-13755: Its introduction
says, "A draft of this report was sent
to the members for comment and revi-
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sion, and this final version is based on
the replies of all the participants."

The report of the Virus Working
Group, which considered the Ascot
Report, was published as Appendix F
to the EIA in the FEDERAL REGISTER
July 28, 1978, pp. 33167-33174.

The 36 participants at the Falmouth
meeting are listed inthe report of the
meeting (Journal .of Infectious Dis-
eases, VoL 137, pp. 613-614, May 1978).
Moit of the participants were invited
by the organizing (steering) committee
for the meeting, and the members of
that committee are listed' on these
pages. In addition to invited partici-
pants, others arrived uninvited and
participated.

The participants and the reasons for
holding the Ascot meeting are dis-
cussed in my Decision document (FED-
ERAL REGISTER, July 28; 1978, p. 33060)
and in the EIA, p. 33159.

The participants in the Virus Work-
ing Group, which met on April, 6-7,
1978, to review the report of the U.S.-
EMBO Workshop, are described in the
EIA. (FEDERAL REGISTER, July 28, 1978,
p. 33167). This meeting was announced
in advance in the FEDERAL REGIsTRu on
March 17, 1978; it was entirely open
and was attended by others than the
participants.

The results of the Falmouth, Ascot,
and Virus Working Group meetings
were discussed at a number of meet-
ings of the Recombinant DNA Adviso-
ry Committee (RAC), where they led
to recommendations for changes in
the Guidelines. All meetings of the
RAC have been announced in advance
in the FEDERAL REGISTER, have been
open to the public, and have been at-
tended by many nonmembers.

The NIH is sensitive to the need for
all concerned to have access to the ad-
visory deliberations contributing mate-
rially to the substance and use of
these Guidelines. Ordinarily, such
meetings will be open to the public
and announced in advance in the FED-
ERAL REGIsTER. We have become aware
that publication in the FEDERAL RFs-
TER is not sufficient notice for many,
and the Recombinant DJNA Technical
Bulletin and other media will be used
whenever possible to supplement an-
nouncements of meetings and dissemi-
nate reports emanating from them.
NIH will also continue its publidation
of all commentary, transcripts of hear-
ings, and other materials relevant to
the "public record" of deliberations on
the subject of the Guidelines..

Commentators state that the ab-
sence of untoward events in five years
of experiments with recombinant DNA
is not a valid ground upon which to
justify the lowering of containment
levels.

There is some merit in this objec.
tion, but experience to date should
contribute to the basis for revision of

the Guidelines. When organisms con-
taining recombinant DNA began to be
constructed in 1973, It seemed unlikely
to most that hazardous organisms
would be produced, yet no one knew
for sure. No basis for certainty has yet
arrived, but some of the fears have
justifiably diminished. The results to
date have revealed no major biological
factor overlooked in the initial analy-
sis that suggests the guidelines should
be stricter than they are. Indeed. sev-
eral separate lines of evidence indicate
the probability of hazards to be even
lower than originally thought That
no one has become Ill is the least im-
pressive of these. More important lines
include the following.

1. Numerous analyses and newer
data indicating the very low probabil-
ity that E. colt K-12 will establish
itself in the human intestinal tract,
thus limiting escape of the organisms
in numbers sufficient to infect other
living things.

2. The now widely made observation
that organisms containing recombin-
ant, DNA compete very poorly for sur-
vival as compared with organisms not
containing recombinant DNA. This
was an anticipated finding (see Octo-
ber 1977 Environmental Impact State-
ment) but has now been documented
in various instances. It is true even
pander laboratory conditions designed
to be optimal. Only when the growth
medium for the E. colt cells containing
recombinant DNA is specifically de-
signed to impose selective pressure on
the recombinant organisms do they
outgrow "Natural" competitors. (Se-
lective pressure could be Imposed, for
example, by the presence of an antibi-
otic to which the recombinant organ-
isms are resistant but the natural com-
petitors are sensitive.)

3. The repeated observation that
genes of higher organisms, Introduced
into E. coli by shotgun experiments,
are not generally expressed. Many of
the concerns about possible hazards
center on the ability of a host cell to
synthesize a foreign protein that
might be detrimental to an organism
with which the host cell comes into
contact.

One correspondent said that assign-
ing a higher degree of containment to
organisms that are phylogenetically
closer to man is unjustified, with the
possible exception of clones capable of
harboring viral sequences. The corre-
spondent noted that "even if the
cloned DNA were highly homologous
to human DNA, how Is It envisioned
that when carried in a bacterial host It
would somehow be more dangerous to
man than a non-homologous DNA?"
The commentator went on to state
that the "production of pharmacologi-
cally active agents will clearly not
depend upon evolutionary similarity
to man" and that in fact such prod-
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ucts will likely be specified by lower
organisms.

In responding, I must note that a
primary concern in the original assign-
ment of containment levels was the
possibility that viruses capable of
propagating In human tissues could
contaminate the DNA. The concern is
greatest when the DNA donors are pri-
mates or other mammals, and so, for
these, higher containment levels are
provided.

A secondary consideration involves
the possibility that the recombinant
DNA may Itself transform the host.
The likelihood of such DNA integrat-
ing into the human genome, and con-.
sequently undergoing replication and
expression, is directly related to the
extent of homology between the for-
eign and host DNAs.

Another reason for making distinc-
tions on the basis of phylogenetic re-
latedness is that the more closely re-
lated the species, the more likely that
polypeptide hormones or related pro-
teins would be pharmacologically
active.

A more extensive discussion of the
issue of phylogenetic relatedness is
given In the Environmental Impact As-
sessment (FEtERAL EGISR, July 28,
1978, pp. 33102-33104). This matter
lies in a crucial area of risk analysis
and will undoubtedly continue to be
subject of both further debate and im-
proved understanding in the coming
months.

Commentators discuss a number of
scientific "fears where there remains
reason for caution," including that the
virulence of E. coli may be increased
by recombinant DNA, that recombin-
ant plasmids might be transferred to
more virulent strains of bacteria, and
that bacteria or viruses containing re-
combinant DNA could cause autoin-
mune disease.

In reply. I note that these issues are
discussed extensively in the proceed-
ings of the Falmouth Conference
(Journal of Infectious Diseases, May
1978) and in the EIA of July 28, 1978
(FzERAL REGISTER ).

At the Falmouth conference, evi-
dence was presented on the attempts
to make E. coli K-12 pathogenic.
Even the Introduction of Shzigellc
genes into E. coli by nonrecombinant
DNA techniques failed to produce a
pathogenic organism having any phen-
otype suggestive of S"hige~l,. There
was concensus of all participants at
Falmouth that E. coli K-12, could not
be converted into an epidemic patho-
gen by recombinant. DNA techniques.

There are great safety differences
between E. coli K-12, an attenuated
laboratory strain, and wild-type E.
colf, as discussed in the ETA.

For an EK2 host to be certified as
such, "no more than 1 in 10' host cells
should be able to perpetuate a cloned
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DNA fragment under" the specified
nonpermissive laboratory conditions
designed to, represent the natural envi-"
ronment, either by survival of the
original host or as a col.sequende of
the transmission of the cloned DNA
fragments."

A concern expressed by the commen-
tators is that plasmids containing re-
combinaiht DNA might be transferred
to other, wild-type organisms in the
gut..Some appropriate risk-assessment
studies concerning this possibility are
being carried out. However; the Fal-
mOuth report and tests of, EK2 host-,
vector systems present the following
data to indicate that the probability of
such transfer of the plasmids is ex-:.
tremely low:

1. HW. Smith, looking specifically
for transfer of a conjugatfve plasmid
from E., coli K-12 to normal gut flora,
could find no evidence that transfer
occurred (Falmouth report, pages 655-
660).-For biological containment to be
breached, transfer -of a conjugative
plasmid to E.' cali K-12 would -have to
occur to be followed by transfer of the-
poorly mobilizable recombinant plas-
'mid from E. coli K-12 to other organ-
isms. (Conjugative plasmids them-
-selves are not allowed to be used-as-
vectors.)

2. Gene transfer in vivo greatly in-
creases with colonization by- both
donor and recipient organisms,- and'
colonization by.E. coli K-12 in general
and x1776 in particular is very rare.

3. Mobilization of- the plasmidsgused
in recombinant DNA experiments- is'
extremely low, even under optimal in
vitro conditions.

4. Transfer of the recombinant-con-
taining vector would require a tripar-
ental mating in vivo, which even
under the most favorable' of- in vitro
conditions is not a high-frequency
event. Such transfer has not-been ob-
served in vivo.

5. One comientator suggests that
transduction might be an important
mode of gene transfer. "Generalized
transduction" by phage lambda does
not occur. Generalized- transduction'
by p5hage P1 is a low-frequency event
(less that 1/106 infected organisms are'
transduced for a particular "marker)
under the very best of in -vitro condi-
tions. A " I I

Additional information on plasmid
transfer may be found in the Environ-
mental Impact Assessment (FEDERAL
REGISTER, July 28, 1978, p. 33123) and
the' previous October 1977 Environ-
mental Impact Statement, both of
which consider the possibility of trans-
fer of foreign DNA from E. coli K-12
as well as the ability ofE. coli K-12 to
survive and spread in nature. As noted
In both these documents, 'the, maxi-
mum probability for -transmission Of
nonconjifgative .plasmid Vedtors from
E. coli K-12'-was estimated at"less -
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that 1 to 1016 K-12s surviving per day
in the intestine of warm-blooded ani-
mals. The probability is even lower in
sewers, sewage treatment plants, and
waterways." The EIA further states
that E. coli K-12 survives poorly and
is outcompeted by wild-type enteric
bacteria.

The concern expressed by thecom-
mentators about the -possibility of ail-
toimmune disease will only prove true
if a series of events occurs. The -very.
low probability of the establishment
of E. coli K-12 cohtaining recombin-
ant DNA in the intestinal flora is dis-
cussed above. In addition, the inserted
eukaryotic gene must be transcribed,
translated, and transported to a place
where .it can induce an immune re-
sponse. These steps are highly unlike-
ly to occur.

RISK ASSESSMENT

NIH is supporting a number of risk-
.assessment activities. The , Rowe-
Martin polyoma experiments are dis-
cussed elsewhere in this document. In
addition, intramural'NIH scientists are
collaborating with scientists from
other institutions testing the virulence
in mice of E. coli K-12 containing
"shotgun clones" of recombinant DNA
derived'from other species.

A numiber of contractors of the Na-
tional Institute of Allergy and Infec-
tious Diseases are testing the biologi-
cal containment capabilities of various
derivatives of E. coli K-12. Some are
,testing the survival and capacity of
plasmid and phage Vectors to be trans-
mitted to secondary bacterial hosts in
the gastrointestinal tract of mice and
man. Others are assessing these pa-
rameters in model sewage treatment
systems and in situations simulating
accidential spills and-other types of ac-
cidental release of the organisms from
experimental procedures.

In addition, investigators proposing
systems to be certified by NIH as HV1
or HV2 must perform- certain specified
tests on these systems -relevant -to
their survival and transmission proper-
ties. It is also anticipated in the event
that investigators request exceptions
to the prohibitions for specified
clones, NIH will request -substantial-
risk assessment experiments to be per-
formed to evaluate claims of safety.

SPECIFIC cONCERNS'-,

In addition to their general remarks
about the experimental section of the
Guidelines, many commentators raised
questions about the containment
levels set for specific experiments.
Others suggested clarifying language
for certain sections. I have taken all of
these recommendations under consid-
eration. In some instarices I have. con-
curred and the Guidelines reflect the
chafige. In others I-have decided hidt
to act or have deferred actions! pei'd-'

ing futher analysis and discussion by
the Recombinant Advisory Commit
tee. In all cases I have attempted to
respond and to explain the decision.

Section Il-A-i: Shotgun Experiment s-

Comments from respondents on ths'
section of the Guidelines reflected dia.
metrically opposed points of view.
Some commentators questioned the

.rationale for lowering of containment
levels for shotgun experiments.

Other correspondents took a differ-
ent view and requested that NIH fur-
ther reduce the containment level for
shotgun experiments. One advanced
the argument that "these pieces of
DNA in E. col cannot be more danger-
ous than their original source."

I have decided to retain those levels
of physical and biological containment
described in the proposed revised
Guidelines. I believe the specified con,
tainment levels represent a prudent,
albeit most conservative, response to
the hypothetical hazards. Rationale
for them is presented In the July 28,
1978, Decision document and Environ,
mental Impact Assessment.

Risk analysis by NIH Is continuing.
One important area of analysis In-
volves the appropriateness of higher
containment levels for shotgun experi-
ments, with the tremendous dilution
of potentially harmful genes, In con
trast to purified clones that have been
"engineered" for efficient transcrip-
tion and translation of DNA Inserts.
Section Ill-A-1-a. Eukaryotic DNA Re-

combinants Including Primates,
Other Mammals, and Birds

Twelve commentators, the largest
number of comment on a single Issue,
wrote to express their views on the
limitation of P2+EK2 under the pro-
posed revised Guidelines for the cloing
in E. coli K-12 of shotgun DNA from
primates, other mammals, and birds.
All requested that the option of
P2+EK2 or P3-EK1 be offered.

One group argues that to restrict
cloning of these classes of DNA to P2
+ EK2 Is inconsistent, since many
viral, genomes could, be cloned at
either P2 + EK2 or P3 + EKI. Other
respondents pointed out that use of P3
+ EK1 conditions would provide ade-
quate containment and would permit
the InclUsion of lysogenic lambda sys-
tems, which cannot be employed In an
EK2 system. One stated that propa-
gating DNA fragments In EK1 host-
vector systems permits a 5-10 times
greater yield of DNA than in an EK2
system. "ThuS-the advantage of EI2
containment should be weighed
against the necessity of, handling
much larger volumes of cells." .

I referred this matter to the RAC at
their October 30-31, 1978, meeting.
The RAC advised that the phrase "of
P3 + EKI" be added to Section III-A
1-a-(3) (i.e., for DNA from birds) and'
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this has-been done.,For Sections III-
A-i-a-Cl) and III-A-l-a-(2) (DNA
from mammals), the RAC recommend-
ed addition of the phrase "or P3 +
EK1 with a non-mobilizable plasmid."
Because the term "non-mobilizable
plasmid" is not clearly defined, I am
hot accepting this recommendation at
present, pending further review at the
-next RAC meeting.

Section III-A-2-a. DNA From Virsus of
Eukaryotes Into E. Coli K-12

There was considerable comment
about various aspects of Section IJI-A-
2-a, extending from general concerns
about the reduction of containment
levels from viral inserts to detailed
and specific recommendations for
clarification of certain phrases.

Several correspondents objected to
the general relaxation of containment
levels for the cloning of viruses. One
stated that although the Ascot confer-
ence concluded that "cloning of the
whole or any part of a viral genome
must logically be less dangerous than
working with the virus," his view is
just the opposite. The arguments pre-
sented by this correspondent are (1)
whole virus can elicit the production
of antibodies, (2) whole virus with its
protein coat is subject to a biological
barrier-which limits infection across
species lines, and (3) whole virus is
elimingted from th6 body after infec-
tion. In the view of this correspon-
dent, all of these protective devices are
subverted by cloning viral genes in a
microorganism that- may become es-
tablished in the intestinal tract. He is
also concerned that the Guidelines are
not sufficiently stringent for cloning
subgenomic DNA fragments of viruses.
Another respondent indicated that
belief that containment experiments
involving animal-cell transforming vir-
uses were substantially reduced, based
on the supposed inefficiency of infec-
tion by naked DNA. She continued by

-stating that the decision to lower con-
tainment did not take into account the
results of the Rowe-Martin risk-assess-
mient experiments with polyoma DNA,
which showed that naked polyoma
DNA when injected into the blood-
stream of mice caused a low-level in-
fection.

The recommendations of the Ascot
Workshop (Appendix E to the Envi-
ronmental Impact Assessment), the
subsequent Working Group review
(Appendix F to the EIA), and the sub-
sequent RAC review, took into account
the concerns of correspondents about
viral containment, but nevertheless
recommended lowered containment
levels based on the conclusion that
cloning of viruses or their fragments
in E. coli could be 'no more dangerous
than working with the intact virus.
The containment levels were set ac-
cordingly. The three reasons cited
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above-as to why the cloned virus DNA
might be more dangerous than the
whole virus apply only to the first In-
fected cell. The DNA would produce
disease only if it became virus and
spread; thus, the situation becomes
the same as the usual virus Infection.
This possibility was thoroughly con-
sidered at Ascot, and is in the sum-
mary report of that meeting. Also, the
existence of a subgenomlc fragment
precludes virus production and so ef-
fectively prevents the spread of Infec-
tion.

The Rowe-Martin risk-assessment
experiments (still in progress) are de-
signed to compare the infectivity of a
recombinant molecule containing po-
lyoma DNA with that of nonrecombin-
ant polyoma DNA and of i;hole po-
lyoma virus. To date, there are no data
available from these experiments
which would lead me in any way to
revise the judgements of the meetings
cited above.

In response to the concern expressed
about naked DNA, there is, a signifi-
cant difference in level of infectivity
between naked DNA and whole virus
particles; naked DNA is much less in-
fectious than the virus. For additional
discussion of naked DNA, see part I of
this document.

A correspondent stated that there
should be some definition as to wheth-
er a DNA virus is a transforming or
nontransforming virus. To clarify this,
a new footnote (37A) has been added
to Section III-A-2-a-(1)-(b).

A correspondent pointed out that
there are places in Section IMI-A-2-a
where the word "purified" appears
without referencing to Footnote 38.
This has now been corrected by insert-
ing reference to Footnote 38 where
necessary, and inserting the phrase
"subgenomic segments that have not
been purified to the extent required In
Footnote 38" at other places.

A correspondent discussed
"EKICV." defined in Footnote 40 as
the "the use of an EK1 host and a
vector certified for use in an EK2
system." He points out that certain
EK1CV systems provided containment
comparable or almost comparable to
EK2, while others are only slightly
better than EK1. This is true. Howev-
er, in all cases the level of contain-
ment is hlgher than EK1. The cases in
the Guidelines where EK1CV contain-
ment is specified as an option were so
recommended by the RAC on the basis
of the recommendation of the April 6-
7, 1978, Virus Working Group (Appen-
dix F to July 28, 1978, Environmental
Impact Assessment).
Section III-A-3. Lowering of Contain-

ment for Characterized or Purified
DNA Preparations and Clones

As in many other sections of the
Guidelines, commentators have ex-
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pressed their opinions in both general
and specific terms. A commentators
states that there Is no information at
present to "show any hazard deriving
from recombinant DNA or organisms
harboring such DNA* s *. In particu-
lar, It would seem quite clear that
characterized cloned eukaryotic DNA
elements in E. colf pose no conceivable
hazard." Pursuing this line of reason-
ing, the commentator argues for elimi-
nation of regulation and, in particular,
suggests that "consideration be given
to a change in the Guidelines so that
institutional biohazard committees
could be empowered to exempt charac-
terization clones from further regula-
tion."

The proposed revisions in the Guide-
lines empower the IBCs to give ap-
proval for a single-step reduction in
physical or .biological containment
upon receipt of evidence of character-
ized of a clone and its freedom from
harmful genes. Further reductions, or
cased involving primate DNA or lower-
ing of containment levels below P1 +
EK1, require prior approval by NIH. I
do not believe It prudent to accept the
commentator's recommendation at
this time.

Two comments were received on the
criteria for the terms "purity" and
"free from harmful genes." Once com-
mentator expressed concern over the
inadequate definition of these terms.
He believes they are not defined with
sufficient precision to guarantee uni-
form decisions, particularly when the
authority to lower containment by qne
step Is left with the IBC. The cda-
mentator suggests more rigorous crite-
ria for purity (other than 99 percent)
and a broader definition of "harmful
gene" to include the concept "that
genes which might not be harmful
when expressed in their original orga-
nism could indeed be harmful if ex-
pressed out of context in an unrelated
organism."

The other correspondent discussed
Footnote 41 which requires that the
"desired DNA represents at least 99
percent (w/w) of the total DNA in the
preparation" before It may be consid-
ered "purified." He stated: "Its adop-
tion reflected the supercautious mood
prevalent at that time rather than a
clear-cut scientific judgement. In my
view, requiring that a DNA fragment
should be 90-95% pure (as judged by
at least two different analytical proce-
dures) to remove It from the shotgun
classification is more realistic and no
less safe. Requiring that a DNA frag-
ment be >99 % pure prior to cloning
asks for the most stringent and de-
tailed documentation without any real
advantage."

The term "purity" is very explicitly
defined "in Footnote 41. The require-
ment is that the desired DNA must
represent at least 99 percent (w/w) of
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the total DNA in the preparation. In
addition, at least two biochemical or
physical procedures are required for
verification.of purity. .

Footnote 3 ,gives guidance, to the
IBCs on many factois to be considered
before deciding that DNA xecombin-
ants are "free of harmful genes." Fur-
ther specificity seems unwarranted. I
believe that to broaden the.definition
to Include the concept of "harmful"
when a gene is expressed out -of the
normal physiological context would be
contrary to the intent of Footnote 3.
In considering this issue, I -have noted
that in the proposed revised Guide-
lines, different terms are used. Le., in
Section III-A-3, "and the absence of
harmful genes established"; in Section
III-A-3-a, "are free of harmful genes";
in section III-A-3-b,- "and there is suf-
ficient evidence that it is free of harm-
ful genes." These. have -all been
changed (also in Footnote 3 and Sec-
tion I-D-6) to "'and the :absence of
harmful sequences established." I
have also decided that the 99 percent

,criterion should be retained in the pre-
sent revision of the guidelines;-but this
p6int will be reconsidered by the RAC
as a possible item for future revision.
Section 111-B. Experiments with Other

Prokaryotic Host-Vectors
Several correspondents addressed

the use of hosts, other than E. coli K-
12. They pointed out that many ex-
periments with such -hosts- are "inad-
vertently prohibited," and suggested
wording to allow experiments in hosts
other than E. celi K-12 which do not
meet the criteria for HVI..

In the proposed revised Guidelines,
experiments with prokaryotic hosts
other than E. coli K-12 fili into the
following classes: '(I) Self-cloning,
exempted under the exemption .1-E-3;
(ii) return of DNA segments to non-
HVl host of origin, Section 'III-B-2;
and (iii) use of HVI systems, Section
III-B-i. I agree that there are many
safe experiments which fall 'into none
of the above three classes but which
should be allowed under-specified con-
tainment levels. The proposed revised
Guidelines, at the' beginning of Sec-
tion III, stated, "' * (or the assign-
ment of levels to experiments not ex-
plicitly considered here) may be ex-
pressly approved by the 'Director, NID,
on the recommendation -of the Rec"'m-
binant DNA Advisory Committee
(RAC)." This language- has been re-
tained in a slightly modified form in
the final Guidelines.' In addition, simi-
lar language is now repeated in a new
Section II-B-3 and -at the end of Sec-
tion IlI-C-5.

A specific example of this type' of
problem was provided by a commenta-
tor who cited experiments he would
like to peform involvingrec6mbinant
DNA from BaCillhis'popilliae,-a patho--
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gen for the Japanese beetle, and Baci-
lus thuringiensis, a -pathogen of pest
caterpillar larvae. He asked for clarifl-
cation of what containment levels
would apply under the proposed re-
vised Guidelines.

The experiment.couid be considered
under several different' provisions. If
data are submittted on natural 'ex-
change of DNA between B. popilliae
and B. thuringiensis, these organisms
-could be listed- in a future version of
Appendix A as falling under exemp-
tion I-E-4. Or under the new para-
graph III-B-3 which has been added
to the Guidelines, containment levels
could be setlor these experiments.
Section I--C Experiments with Eu-

karyotic Host-Vectors

A general issue raised by one re-
spondent concerns the stipulation that-
some experiments will be assigned con-
tainment levels on a case-by-case basis.
The commentator is concerned that
this approach ignores the need for
minimumm standards which can serve
as a guide for research -workers.

I believe that the case-by-case analy-
-sis prescribed for many experiments
involving the employment of viral
DNA as a vector reflects the caution
exercised over the use -of such DNA.
Each such experiment is thus prohib-
ited until the RAC has had a chance
to weigh the scientific evidence and
propose- , whether the experiment
should proceed and, if so, to assign ap-
propriate physcial and biological con-
tainment levels.
'I have accepted-several other recom-

.mendations for changes in this sec-
tion. Two commentators offered new
language for the section dealing with
requirements for the employment of
defective adenoviruses as cloning vec-
tors. They noted that new mutants of
Ad5 -or 2 in which the entire trans-
forming region has been deleted have'
recently been isolated. These mutants
can only be propagated in adenovirus-
transformed cells. The commentators

"suggested that the language in Section
III-C-1-c-(l)-(a) be generalized to
state: "Human adenoviruses 2 and 5,
rendered unconditionally, defective by
deletion of at least two essential genes,
with appropriate helper, -can 'be "used
under P3 conditions to propagate DNA
sequences from 4 .' I believe this Is.
justified and the Section has been
modified by changing the word
"capsid" to "essential."

A correspondent stated that Section
111-C erroneously equates nonproduc-
tive 'infections with nonpermissive
cells. He pointed out that in certain

.situations nonproductive infections
may-result from infection of permfs-
sive cells. I agree. Accordingly, the
phrase, "to transform- nonpermissive
cells 4in culture" has been eliminated
-at anumber of places'in Section III-C,.

and more appropriate language has
been substituted.

The same correspondent pointed out
that in Section III-C the word.
"intact" Is not appropriate b6cause as
soon as a foreign sequence Is Intro
duced, the viral DNA Is no longer
intact. I agree. The wording In the rel-
evant sections has been changed from
"intact" to "whole." I

Section II-C-2, Invertebrate Host-
Vector Systems in Which Insect
Viruses Are Used to Propagate
Other DNA Segments. Section III-
C-3, Plant Viral Host-Vector qys-
tems. Section III-C-4, Plant Host-
Vector Systems Other'than Viruses

I have considered the comments for
these three sections in a single group.

A witness questions "the necessity
for EPA registration of an entomo-
pathogenic -organism In lieu of simply
meeting the criteria of EPA for a tem-
porary exemption, from a requirement
of tolerance in the environment."

In the proposed revised Guidelines
published in the FEmAL REGISTER on
September 27, 1977, "baculoviruses
which have been Tegistered by the En-
vironmental Protection Agency" are
specifically discussed in the section
dealing with Invertebrate host-Vector
systems in which insect viruses are
used to propagate other DNA seg-
ments. The writer Is apparently ad-
dressing this section and requesting
that the EPA registration not be re-
quired but merely "the criteria of EPA
for a temporary exemption from a re-
quirement of tolerance In the environ'
menL" The analogous section (III-C-
2) in the proposed revised Guidelines
published In the FExaRu. REGISTER on
July 28, 1978, does not in fact refer to
EPA registration as a specific crite-
rion. It indicates that experiments In
which insect viruses are used to propa-
gate other DNA segments will be eval.
uated on a case-by-case basis by the
Recombinant Advisory Commlttee, In-
formation required for a Judgment In-
cludes host range restrictions, and in.
fectivity, persistence, and Integration
of the viral DNA. Data submitted by
the requesting investigator on wheth:
er EPA has registered a given Insect
virus or whether It meets the EPA cri-
teria for atemporary exemption from
arequirement of tolerance in the envi-
ronment will be considered by the
RAC.

'The same witness also questioned
the validity of the statement In Sec-
tion III-C-3 that "the plants should be
grown under P1 conditions--that Is, in
either a limited access greenhouse or
'plant growth cabinet which is Insect-
proof" .and suggested substitution of
the term "Insect-restrictive" rather

-than "insect-proof," since the latter
term implies higher containment. I
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concur- with the recommendation and
have made the change.

On the other hand, I do not agree
with the opinion of the correspondent
who questioned the relevance of P1 or
P2 containment conditions to experi-
ments in which recombinant DNA is
cloned in higher plants. The corre-
spondent believes that higher plants
containing nonviral recombinant DNA
should not require any containment.
The proposed revised Guidelines
(pages 33082 and 33084 in the FEDERAL
REGISTER July 28, 1978) specifically
define special P1 and P2 conditions for
work with plants. I do not believe that
recombinant DNA work with higher
plants should now be done with no
containment at all.

Finally, I have considered the re-
quest of two correspondents discussing
employment of the tumor insertion
plasmid (Ti) of Agrobacterium tumefa-
ciens as a cloning vector. They suggest
adding the following sentence to Sec-
tion III-C-4: "Inoculation of hosts
with HVl approved Agrobacteriuin
containing the DNA recombinants re-
quires P2 physical containment." I do
not believe inclusion of the sentence is
warranted at this time. Data on the
system can be submitted to the RAC
for approval as an HV1 system. If ap-
proval is granted, the RAC at that
time can recommend the appropriate
containment level.

Section III-D. Complementary DNAs

Two correspondents were concerned
over the possibility of eukaryotic DNA
being expressed in prokaryotic cells.
They noted that genes cloned via a
shotgun experiment will probably not
be expressed because they retain their
intervening sequences and the result-
ing RNA is not likely to be processed.
On the other hand, complemeiltary
DNA' prepared from messenger RNA
could serve in turn as a template for
synthesis of the same RNA within the
prokaryotic celL They suggest that a
"distinction should be made between
eukaryote DNA and cDNA formed
from mRNA."

In responding, I must note that con-
tainment levels for eukaryotic DNA
were developed on the assumption
that such DNA, no matter what the
source, could be expressed. The pro-
posed Guidelines set the same contain-
ment levels for eukaryotic DNA and
cDNA formed from functional eukar-
yotic mRNA. For cloning of viral DNA
into E. -coli K-12, however, there are
differences in the -containment levels

- depending on whether one isusing the
viral DNA itself of cDNA from viral
mRNA (see Table III). The probable
future uses of cDNA copies of func-
tional mRNAs are discussed in the In-
troduction and Overview of the Direc-
tor's Decision (FEDERAL REGisTER, July
28, 1978, pp. 33044 and 33047).

Section III-E. Synthetic DNA
A correspondent argued that the dis-

cussion of appropriate containment
levels for snthetic DNA that codes
for harmless polypeptide products
"makes no sense." He asks, "Why is
any containment required for a harm-
less product?" and recommends the
following alternative language for this
section: "If the synthetic DNA se-
quence codes for a harmless product
or if the synthetic DNA Is not ex-
pressed in vivo, the organisms con-
taining the recombinant DNA are
exempt (4) from the Guidelines."

In reply, the term "harmless prod-
uct" refers to the normal toxicity or
pathogenicity of the protein and not
necessarily to the remote possibility of
its otherwise disrupting the physio-
logical balance of the organism in
which it might inadvertently be intro-
"duced. I believe that the language of
the NIH-proposed revision should
remain as published, since the three
paragraphs describing containment for
synthetic DNA clearly describe three
distinct concepts. The provisions of
Section III-E are consistent with those
of MI-A-3 dealing with containment
levels for purified or characterized
DNA.

IV. ROLES AND REsPoNsnrirrEs

RESPONSIBILITIES OF THE INSTITUTION
(GENERAL)

Institution
The general responsibilities of the

institution are to ensure appropriatd
review and implementation procedures
for all of the institution's recombinant
DNA activity that is covered by the
Guidelines. Below are a number of
general institutional responsibilities
that were addressed in correspondence
and by witnesses at the DHEW public
hearing.

Exercising Institutional Authority.
Both groups of commentators stated
that the Guidelines should permit the
institution to set new requirements
beyond those of NIH. In the Guide-
lines, the institution has this authorl-

.ty, and a provision has been added spe-
cifically stating that the institution
may establish requirements and proce-
dures for the general implementation
of the Guidelines. including additional
precautionary steps if deemed appro-
priate. it should be noted, however.
that these Guidelines and the stand-
ards they embody are conservative and
in no way constitute a minimum set of
requirements.

Establishing an' Institutional Biosa-
fety Committee. Requirements for
membership on the Institutional Blo-
safety Committee (IBC) drew substan-
tial attention in the letters and at the
public hearing. Much of the comment
was directed to mandating various rep-
resentation. Some commentators sug-
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gested that a local public healti offi-
cial and a nondoctoral person from a
laboratory technical staff serve on the
committee. Others recommended man-
dating community leaders who are "in
touch with grass roots attitudes," in-
cluding "environmentalists." Others
suggested that the membership reflect
the demographic distribution of the
community In which the institution is
located. Requirements for membership
distribution by age, sex, income level,
professional background, and other
variables were mentioned. It was sug-
gested that at least two members be
custodial or janitorial workers. Others
recommended that there be at a mini-
mum one physician trained in infec-
tious diseases, one epidemiologist, and
one environmental scientist.

Other commentators and witnesses
suggested various ratios of scientists
and nonscentists serving on the com-
mittee. Some urged that one third of
the membership represent "the inter-
est of the community" and another
third "scientific disciplines related to
risk assessment." It was also suggested
that nominating procedures be speci-
fied for selecting community repre-
sentatives.

On the other hand, some commenta-
tors believed that the proposed revi-
sion was presumptuous in mandating
lay representation on this committee,
especially when the university may al-
ready have several lay committees for
oversight.

Others suggested that the minimum
membership for an IBC be raised from
five to seven. The minimum of five
members is recommended to take into
account small universities with few
projects. In these and many other
cases, five is sufficient, and it remains
as the minimum. Membership recom-
mendations in the revised Guidelines
attempt to balance professional exper-
tise with members who represent the
interest of the surrounding communi-
ty. As pointed out by one correspon-
dent, however, the IBC, in contrast to
human-subject committees where
broad concepts of social and ethical
values are considered, is in large part
an expert committee whose essential
function is to evaluate research proto-
cols In respect to containment levels,
using the explicit instructions of the
Guidelines. Rigid quotas are not neces-
sary. Indeed, many small academic in-
stitutions would have considerable dif-
ficulty meeting specified demographic
requirements. The IBC criteria are
flexible to permit the institution to
select a committee capable of fulfilling
its responsibilities.

The DREW Committee carefully re-
viewed all the comments and consid-
ered at great length membership re-
quirements for-the IBCs. On balance,
It was decided that the interest of the
surrounding coummunity could be
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served, as one commentator suggested,
by "at least two members." In addi-
tion, at least 20 percent of the commit-
tee shall not be affiliated with the in-
stitution and shall represent the inter-
est of the surrounding community
with respect to protection of the
public health and the -environment.
Moreover, nomination procedures
need not be specified, but should be
left to the discretion of the institution
for the selection of these members.

With respect to conflict of interest,
some commentators recommended
that IBC members be prohibited from
any direct involvement in recombinant
DNA or closely related research unless
the member is a. laboratory worker.
The conflict-of-interest provisions in
the Guidelines, respond to these, con-
cerns -while reflecting the paramount
need 'for relevant scientific compe-
tence on the IBCs.

A commentator stated that "peer
review does not adequately protect the
public," citing instances-of noncompli-
ance with the Guidelines at two NIH
grantee institutions. It should be
noted that the two cases in point in-
volved administrative violations and
presented no risk to the public health
or the environment.

Some of the commentators from the
private sector expressed concern that
the financial conflict-of-interest state--
ment required in the Guidelines might
be interpreted as denying IBC mem-
bership to any member of a company.
Others felt -that a requirement for
public members woud present prob-
lems of protecting confidential infor-
mation. However, at a meeting of the
DHEW. Committee and representa-
tives from the Pharmaceutical Manu-
facturers Association, it was -agreed.
that public members could and do
serve on the committees. Some are
asked to sign agreements--to honor
confidentiality of proprietary 'and
patent information.

Health Surveillance This area was
one of deep concern to some -witnesses
and correspondents. Witnesses at the
September 15 hearing made several
suggestions - concerning medical sur-
veillance, and correspondents suggest-
ed that the term "medical surveil-
lance" be changed to "health-risk sur-
veillance" or "health surveillance."
That suggestion has been adopted in
the Guidelines.

Several commentators and witnesses
urged 'that health surveillance pro-
grams be required in the Guidelines.
Concern was expressed that without
such a requirement different stand-
ards and different programs would
result. In addition, there were many
suggestions from commentators, in-
cluding the Occupational Safety and
Health Administration (OSHA), about
What should constitute'a health sur-
veillance program-for example, com-
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plete medical histories, periodic medi-
cal checkups, and serial serum sam-
ples. It was xecommended that labora-
tories be required to. keep official
OSHA health and safety log forms,
and that records be kept of all agents
use, all modified organisms created,
and all laboratory-acquired illnesses.

-Several commentators also called for
a clearinghouse, to be ibstablished at
the Federal level, at which copies of
.all health surveillance plans and rec-
,ords would be filed. It was urged that
NIH maintain such data, including
records of workers in laboratories
using recombinant DNA techniques,
with particular -regard to instances of
possible work-related illness. There
-were ,also several suggestions for .a na-
tional epidemiologic monitoring and
,surveillance program to be supported
by DHEW. Such programs might, as
-one commentator suggested, promote
-national standards for health surveil-
lance specific for each class of organ-
isms and group of experiments. And fi-
nally, there were suggestions for on-
going epidemiologic and biostatistical
analysis of data as they are accumulat-
ed to permit early detection of -trends.

I reviewed these issues in the Depi-
sion documbent accompanying the pro-
posed revised- Guidelines as published
in the FEDERAL REGISTER July 28, 1978.
As I noted in that document, the issue
of medical monitoring is'one of consid-
erable interest to NIH and is not
unique to recombinant DNA research.
The "state-of-the-art," however, is
primitive in terms of effective moni-
toring of workers' health generally,
and _particularly in recombinant DNA
research, where there is no known
hazard.

One commentator noted that the
Cambridge, Massachusetts, city ordi-
nance for recombinant DNA research
requires the institution, as part of Its
health surveillance responsibility, to
monitor survival and escape of recom-
binant DNA organisms in each labora-
tory worker engaged in this type of re-
-search, as by the testing of intestinal
flora. Intestina" flora sampling is

,being undertaken at MIT. NIH will
-follow the MIT program closely. This
-in not the time, however, to propose
-extension of that experiment to gener-
al practice.-

We recognize the need to aid the in-
,stitutions as much as possible in this
impbrtant area. The laboratory Safety
Monograph provides extensive detail
and guidance. It :suggests monitoring
illnesses, collecting serum, samples,
and keeping a register of agents han-
.dled. Moreover, the Guidelines now re-
quire the institution (rather than the
principal investigator) to determine, in
connection with each project, the ne-
cessity for health, surveillance of rele-
vant personnel and to conduct a
health surveillance program appropri-

ate to the project. And the Memoran-
dum of Understanding and Agreement
will include rbference to health-stur-
veillance programs associated with the
project.

In response to the calls for a nation-
al clearinghouse, It should be pointed
out-that the NIH Office of Recombin-
ant DNA Activities (ORDA) has been
designated in the Guidelines to re-
,ceive, review, and maintain certain
medical and accident information.
Through ORDA, NIH will have a col-
lection'of essential data which should
provide the ability to discern if certain
experiments result in unique health
problems. It is emphasized, however,
that for any health surveillance to be
truly effective, it must be conducted at
the local level.

rMPONSFIILITXIES OF THE INSTITUTION
(SPECIAL)

The special responsibilities of the In-
stitution include establishing general
policies, appointing the Institutional
Biosafety Committee (IBC), appoint-
ing a Biological Safety Officer .(BSO)
where required, and reviewing and Im-
plementing procedures applicable to
the. submission of the Memorandum of
Understanding and Agreement (MUA).
A number of commentators and wit-
nesses addressed these requirements.

One commentator recommended
that the signature of an institutional
offical not be required on the MUA (in
Appendix C of the July 28 revision),
but that the IBC chairperson should
represent the institution. The slgna-
ture of an institutional official on the
MUA is requisite, for that Individual Is
authorized to act for the institution
and assume on its behalf the obliga-
tions imposed by the Guidelines. If
the institution so wishes, however, it
may designate the IBC chairperson us
the responsible official for MUAs that
-do not require prior NIH approval.
This is newly noted in the Guidelines
and the Administrative Practices Sup-
plement (APS), which now incorpo-
rates Appendix C.

The correspondent also recommend-
ed that MUAs for fellowships, as
found in Appendix C, be deleted as an
unnecessary duplication of effort. This
recommendation is sound, for it is du-
plicatfve to require an MUA when the,-projects are registered. Thus, MUAs
will not be required with fellowship
applications.

Another correspondent called for
clarification of the difference, If any,
between the IEC's procedures for
review of NIH-funded and non-NIH-
funded projects. The information re-
quired for NIH- and non-NIH-funded
projects in an institution receiving
NIH support for recombinant DNA re-
search is similar. Further Information
on the requirements has been indlUded
in the APS. For purposes of IBC
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review and monitoring responsibilities.
there should be no distinction between
NIH- and non-NIH-funded projects.

Another commentator urged that
the Guidelines give greater detail on
the types of protocol changes for
which a new or revised MUA must be
sent 'to NIH. Information previously
contained in Appendix C has now been
added to the Guidelines to clarify this
point, and further information is con-
tained in the APS.

Another commentator suggested
that the institution be required to
notify, a local Health Systems Agency
upon filing an application for Federal
support of recombinant DNA research.
This is not applicable to HSA responsi-
bilities under section 1513(e) of the
PHS Act and therefore is not mandat-
ed.

'Another correspondent requested
that Appendix C be mandated. The
test of Appendix C, now in a supple-
ment to the Guidelines (the APS), has
been extensively rewritten, and many
of its features have been incorporated
in the Guidelines for purposes of clarl-
fication. I agree that the provisions
now in the Guidelines should be man-
datory.

Institutional Compliance. A com-
mentator challenged the right of NIH
to require an institution to hold that
all principal investigators, Irrespective
of source of funding, must follow the
Guidelines. This requirement, howev-
er, is vital to the maintenance of uni-
form standards and is therefore re-
tained. On the other hand, research
supported by another Federal Agency
need not be registered with NIH when
that agency maintains a registry and
provides NIH with essential informa-
tion:

Another commentator suggested del-
egating responsibilities for all enforce-
ment- of the Guidelines to the institu-
tion (IBC), with ORDA receiving peri-
odic reports from the 'committees on
the research they are regulating.
There are several reasons such a
course would be unwise at this time.
Exercise of any discretion is a-new re-
sponsibility for the IBC's. 'Uniformity
and expertise must be demonstrated
by verification through NIH review. A
great deal of standard-setting, neces-
sarily central at present, is yet to be
done through case-by-case analysis.
-One comnientator requested that

the NIH notify both the IBC chairper-
son and the institution when it was re-
viewed each action of the IEBC accord-
ing to the imformation submitted on
the MUA." This, I believe, would
strengthen, coordination of compliance
efforts. The final Guidelines accord-
ingly require the double notification.

It was also suggested that NIH pro-
vides a statement that it has certified
the institution and finds it to be in
compliance. This request is related to

requirements in State regulations that
go beyond the Guidelines. However.
NIH plans to provide official documen-
tation to institutions In States requir-
ing such information. The subject will
be further treated In the APS.

Another commentator urged NIH to
devise a system to protect those who
report possible violations. This Issue
was revleed in my Decision accompa-
nying the proposed revised Guidelines
(FEDERA REI STi, July 28. 1978. p.
33065), where I noted that grievance
procedures -for workers under the
Guidelines were not considered neces,
sary because OSHA rules and regula-
tions already provide such a mecha-
nism. However, witnesses at the Sep-
tember 15 hearing and comments from
OSHA state that the Occupational
Safety and Health Act does not cover
'employees of State and local govern-
ments unless the State operates under
an OSHA-approved State plan cover-
ing health and safety practices and
grievance procedures. Only 23 States
currently have such plans But other
States presumably have similar statu-
tory protection, and It would be pre-
sumptuous of NIH to attempt to detail
specific grievance procedures in all ju-
risdictions. The Guidelines require the
reporting of violations and allow the
reports to be made to NIH by anyone.
The institutions, I believe, will accept
such reports in a positive light and as
an important aid in maintaining com-
pliance with the NIH standards.
Institutional Bfosufety Committee

UBC)
The principal functions of the IBC

are to review and oversee all recombin-
ant DNA projects with respect to com-
pliance with these Guidelines and to
advise the institution and ORDA
whether the proposals and the re-
seaich so comply. A number of Issues
concerning IBCs were addressed by
the commentators and witnesses at
'the September 15 hearing, including
delegation of authority to the IBCs,
public representation on the commit-
tee, and public access to Its proceed-
Ings.

Delegation of Autlority. Several cor-
respondents and a number of wit-
nesses at the September 15 public
hearing took exception to the delega-
tion of authority to the Institutions
and their IBCs to act on certain ex-
periments without prior 2IH approv-
al. One witness noted that there has
been a 4 to 15 percent error rate by
the IBCs. He also noted that NIH
review did not entail inordinate delays,
citing the usual review at ORDA as
taking only 4 to 5 days. He urged that
NIH retain the present two-level
system of review requiring prior NIH
approval for all projects. The data
here do not take into account addi-
tional referrals of MUSs between

ORDA and various NIH Institutes sup-
porting such research. These have In-
troduced delays of may days or weeks
in processing. Other commentators
recommended quite the opposite-that
greater latitude be given the IBCs to
assign containment levels for experi-
ments.

The i son for the delegation of au-
thority is extensively discussed in ray
Decision and the Environmental
Impact Assessinent accompanying the
July 28 publication of the proposed re-
vised Guidelines. As'stated in the Deci-
sion document, the increased responsi-
bility of the institution is in response
to comments calling for a simpler ad-
ministrative process and more local re-
sponsibility. It is also a recognition of
the practical requirements for enforce-
ment of standards for use of such
highly varied and complex technology
In many institutions spread over a vast
area. As stated by the House Commit-
tee on Interstate and Foreign Com-
merce in Its report of March 28, 1978.
on the Recombinant DNA Act: " * *
the appropriate portions of the admin-
istrative requirements of section IV of
the NIH Guidelines are a reasonable
model upon which the Secretary could
base administrative regulations. In
particular the current practice in the
NIH Guidelines of delegating to local
blohazard committees most of the re-
sponsibility for the inspection of the
facilities and the approval of the spe-
cific safety'requirements appropriate
to each project or activity is an effec-
tive and relatively inexpensive admin-
Istrative mechanism," Thus, the dele-
gation of Increased rdsponsibility at
the local level is not primarily to fa-
cIlltate an increased volufre of re-
search, as suggested by a commenta-
tor, but rather to place this function
at the most appropriate location for
Initial enforcement of the Guidelines.
It should be noted, however, that
MUAs, before going to ORDA, go to
the NIH Institute funding the re-
search, and there have been delays of
days or weeks at this leveL adding sub-
stantially to the time required for
processing. We will consider means to
simplify procedures so the ORDA can
respond In a timely fashion to the in-
stltutions.

The DHEW Committee carefully
considered the issue of prior NIH ap-
proval. On the basis of that review,
the Guidelines now specify the cir-
-cumstances in which prior approval is
required, with greater detail provided
In the APS. In addition to the five cat-
egories of experiments requiring prior
approval in the NIH proposal, prior
approval is now required, on the rec-
ommendation of the DHEW Commit-
tee, for the first project to be conduct-
ed by an institution and the firstproj-
ect in a facility at P3 .ontainmenL
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It should be emphasized that. while
the delegation to the IBCs permits ini-
tiation of all other research at "the
local level, the NIH review and approv-
al of all research under the Guidelines
will continue as before. All protocols
not found to be in conformance must
be modified. Given the slowly increas-
ing sophistication of investigators and
IBCs alike, plus the provision in the
Guidelines of explicit standards for
performance of their duties, I am con-
fident that this delegation will in no
sense present risks to the health or
the environment.

It should also be noted that some
commentators still regard proposed
administrative procedures as "exces-
sive and disproportionate when meas-
ured against -the perceived risks."
They are espiecially concerned that
the work of the IBCs is taxing the
human and financial resources of the
institution. That a burden is placed on
the local institutions cannot be denied,
but the responsibility is better delegat-
'ed than retained at the Federal level.
As we learn more, there will presum-
ably be less and less need for formality
and centralized review in the gover-
nance of this research. In anticipation
of probable decentraliztion with time,
creation of the local capability must
begin without delay.

Another commentator urged that
the Guidelines be extended to all haz-
ardous biological research. As stated in
my Decision of July 28, I do not be-
lieve we can or should ,extend the
Guidelines to other research at this
time. However, the entire area of labo-
ratory safety is 'of prime concern- to
NIH and 'the subject of constant
review and attention. NIH activities in
this area are described in the Environ-
mental Impact Assessment published
with the Guidelines as proposed in
July. It should be noted that some
IBCs,, as 'brie correspondent pointed
out, assume the added duty of moni-
toring work with known pathogens
that is not related to recombinant
DNA technology.

In view of the delegation, some com-
mentators urged that there be more fi-
nancial support for the operations of
the IBC. It was recommended that
NIH require some percentage of the
overhead charged on recombinant
DNA research proposals to be ear-
marked for operation of the IBCs. ' -

Concern has been expressed in the
past about the cost of the IBC oper-
ations. As stated before, NIH already
pays for the operations of such com-

•mittees through reimbursement of so-
called indirect costs of research. I do
not believe there is need at this time
-to separate them from other indirect
costs of the institutions.,

Reduction of Containment Levels. A
number of. commentators and wit-
nesses questioned the authority of the
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IBCs to lower containment require-
ments for certain experiments. On the
other hand, many believe the IBCs
should be authorized both to reduce
and to raise containment levels. It
should be understood clearly that the
IBCs' authority to lower containment
levels is quite limited and governed by
strict standards and procedures set
forth in the Guidelines. NIH is noti-
fied of all such discretionary actions.
It will review them and require that
any failures to come up to the stand-
ards of the Guidelines will be correct-
ed.

Specifically, the IBC can reduce con-
tainment levels only for experiments
using purified DNA and'for character-
ized clones. Standards and procedures
for the former action are stated in
Section III-A-3-a of the Guidelines
and in Footnote 41; those for the
latter action, in Section III-A-3-b and
in Footnote 3. Standards for both ac-
tions appear also in the IBC section of
part IV of the Guidelines and in great-
er detail in the Administrative Prac-
tices Supplement. Further, it should
be noted that NIH approval is re-
quired for any lowering of contain-
ment levels below P1 + EK, or by
more than one step, or for experi-
ments involving primate DNA.

Specific authority is granted to the
institution (Section IV-D-1) to 'estab-
lish requirements deemed necessary
for the implementation of these
Guidelines. The IBC, then, can raise
containment levels. The national
standards, however, are very conserva-
tive, and in my view, to raise them
generally or for characterized clones
and purified DNA is unwarranted.

Appeals. Several commentators advo-
cated, in light of the authority dele-
gated to the IBCs, procedures for "ap-
pealing a decision of the local IBC
against a project or against a certifica-
tion of facility." The Guidelines do
not prescribe an appellate mechanism.
A full partnership of investigators and
their. institutions is intended in main-
taining compliance with the Guide-
lines. The investigators and the IBCs
must not be cast in adversary roles,
and NIH will make every effort to pro-
mote their cooperation. We will be
available on request to provide techni-
cal advice and consultation with prin-
cipal investigators ,and institutional
committees alike.

Emergency Plans. The IBC has re-
sponsibility to review and approve
emergency plans. A number of com-
mentators suggested greater detail in
the Guidelines on the emergency pro-
cedures to be employed,' including
specification for cleanup procedures to
'be followed should there be a spil or
accidental release of organisms into
the environment. Other commentators
,suggested that the Guidelines set na-
tional standards for the handling of

emergency spills. Several urged that
the biosafety officer at each institu-
tion be charged with responsibility for
drafting such plans.

The Laboratory Safety Monograph
presents guidance on pages 194-196 on
procedures to be followed In emergen-
cies. Some of that Information Is now
included in the Guidelines to empha-
size its importance. The monograph
will be revised further, in response to
comments, to provide greater detail
and .to Include 'emergency numbers at
NIH and the Center for Disease Con-
trol that can be called on a 24-hour
basis. The two agencies will provide
consultation and direct assistance If
needed. In addition, the Guidelines
specify that the institution shall coop-
erate with the State and local public
health departments and report to
them any illness or laboratory acci-
dent that appears to be a hazard to
the public health. And the.IBC chair-
person Is responsible for notifying the
institution and NIH, within 30 days, of
problems with the Guidelines, viola-
tions, or significant research-related
accidents or illnesses, unless the chair-
person finds that the PI has done so.

Public Access. Several witnesses at
the September 15 hearing and many
commentators urged greater public
access to proceedings of the IBC. The
proposed revised Guidelines 'required
that minutes of the IBC meetings be
made available to the public upon re-
quest. However, there were several
suggestions for further requirements.
Witnesses urged that the IBC meet-
ings be publicized and open to the
public, except for those specifically
dealing with proprietary or other con-,
fidential information. Suggestions
were made to enchance public partici-
pation through evening meetings of
the committee and the use of lay sum-
maries of research proposals. Proce-
dures were recommended for announc-
ing IB'C meetings. Others recommend-
ed that all MUAs and reports of In-
spections be made publicly available.

The DHEW Committee spent a great
deal of time reviewing comments
about this portion of the Guidelines.
In my Decision accompanying the pro-
posed revision of July 28, I noted that
.possible discussion of proprietary and
patentable information often pre-
cludes open IBC meetings, I did urge,
however, that local committees have
open meetings when possible and that
they be publicly announced.

In response to the issues raised, and
-in view of the Increased responsibility

given to the local institutions, the
final Guidelines require, in addition to
public representation on the commit-
tee, public access to proceedings of the
IBC. Institutes are encouraged to open
IBC meetings to the public whenever
possible, 'consistent with the protec-
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,tion or privacy and propritary inter-
ests.

In addition, the IBC is to forward to
NIH any public comments made on its
actions and the committee's response
to them. And all IBC documents that
NIH must make available to the
public, such as the funded research
proposals, are also to be made availa-
ble, upon request, at the local level.
These include reports of serious acci-
dents and of problems with and viola-
tions of the Guidelines; also all NIH
reports to institutions when MUAs (in-
cluding modifications of ongoing pro-'
jects) are not in compliance. Likewise,minutes of the IBC meetings and in-
spection reports will be made availa-
ble. The intention of the Guidelines in
all these changes is to enhance public
accountability at the local level.

Bioaogical Safety-Officer

There were a number of comments
concerning the roles and responsibil-
ities of the. Biologial Safety Officer
(BSO). Several witnesses at the Sep-
tember 15 hearing recommended that
whenever recombinant DNA research
is being conducted at an institution,
-such an officer be appointed and re-
quired to serve on the IBC. It was also
recommended that the BSO have a
full-time position. The Committee con-
sidered the role of the BSO at some
length.

The Guidelines do specify that all
institutions conducting work at the P3
and P4 levels must have a BSO. The
officer is required at those levels be-
cause the sophisticated equipment and
facilities require special abilities. The
Laboratory Safety Monograph (p. 191-
193) outlines the qualifications and
role. But the Guidelines do not man-
date such an officer for P1 and P2
work because the potential risk at
those levels is -minimal and the exper-
tise readily available for laboratory
safety. The Committee concurred with
thisview.

Other commentators recommended
that the Guidelines assign to the BSO
responsibility for monitoring, keeping
records, and health surveillance. The
DHEW Committee reviewed the quali-
fications of BSOs, noting the absence
of certification -procedures for such a
new and ill-defined discipline. Accord-
ingly, it was agreed that certification
requirements should not now be stipu-
lated for BSOs and that flexibility
should be encouraged to permit a BSO
to have responsibilities for such activi-
ties as health surveillance. As noted in
the LSM, one can call on the environ-
mental health and safety program at
the institution to assist in a variety of
the duties suggested for the safety of-
ficer.

The BSO is responsible for develop-
ing emergency plans, and the NIH will
provide assistance for program devel-
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opment. But in my view, It Is far more
sensible at present to begin emergency
plans at a local level than to attempt
to develop them on a grander scale
until any hazards are better under-
stood. Unless the principal Investiga-
tor has already done so, the BSO is
also responsible for providing reports
to the IBC and the institution on
problems with and violations of the
Guidelines and on all significant re-
search-related accidents and illnesses.

Principal Investigator

As stated in the introduction to part
IV, safety involving recombinant DNA
molecules depends In the first Instance
on the individuals conducting the re-
search. The Guldelin s are designed to
help the Principal Investigator deter-
mine the safeguards that should be
implemented, and It Is his or her re-
sponsibility to ensure that the purpose
of the Guidelines is fulfilled. A
number of the comments were devoted
to the Prs role In laboratory safety
and training.

Training. Many of the correspon-
dents and several of the witnesses at
the September 15 hearing recommend-
ed training programs for all laboratory
personnel, including custodial person-
nel. the members of the Institutional
Biosafety Committee, the Biological
Safety Officer, and all relevant insti-
tutional officials. One commentator
recommended'that laboratory workers
in P2 or higher facilities take and pass
training courses or demonstrate equiv-
alent competency before working di-
rectly with organisms containing re-
combinant DNA. Further, a central-
ized and uniform certification process
for workers at the P3 or P4 level was
advocated. It -was urged *that the
Guidelines not be revised until there
are uniform procedures for training
certification of all blosafety officers
and all recombinant DNA laboratories
at the P2 or higher levels. Some sug-
gested the Biological Safety Officer
should be responsible for the certifica-
tion process.

A number of commentators advised
further that the Guidelines specify
components of training for a program
available to all potentially exposed
workers. It was also recommended
that the PI make available copies of
'approved protocols that describe po-
tential biohazards and precautions,
not only to the research personnel but
also to the custodial staff. It was fur-
ther suggested that NIH and OSHA
should jointly sponsor technical and
educational programs for IBC mem-
bers and Biological Safety Officers.

I appreciate the concern regarding
the quality and uniformity of training.
As I stated In my Decision document
(July 1978), NIH is responding to this
by placing a high priority on the de-
velopment of training standards and
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courses. For example, we are support-
Ing, as noted previously, a. working
panel of the American Society for Mi-
croblology that is considering stand-
ards for training in microbiological
techniques for recombinant DNA re-
search. When a report Is submitted to
NIH, it will be shared with institu-
tions, IBCs, PIs, and BSOs. National
certification of proficiency in any re-
search technology is fraught with
problems, especially in areas n which
knowledge is increasing rapidly.

NIH is already sponsoring and devel-
oping courses on these standards of
training. For example the University
of Minnesota School of Public Health
has developed and conducted a series
of short courses on "Blohazard Con-
tainment and Control for Recombin-
ant DNA Molecules" under the spon-
sorship of the National Cancer Insti-
tute's Office of Research Safety. The
objective is to Instruct laboratory
workers on the principles of safety in
the research laboratory and, particu-
larly, on their application to the safe
handling of recombinant DNA mole-
cules. To date, six courses have been
presented. A total of-221 participants
from 97 institutions have attended.
They have come from 7 government
laboratories, 34 .private or industrial
laboratories, and 56 universities.

The Office of Research Safety, NCL
is also developing a training courze for
blosafety officers on practices and pro-
cedures for the control of biohazards
In the research laboratory. The pur-
pose is to equip biosafety officers with
the basic knowledge and skills to carry
out effectively the responsibilities
specified In the NIH Guidelines. De-
tailed instruction on methods for eval-
uating, certifying, and monitoring
physical-containment safeguards will
be offered. Guidance will also be pro-
vided on how to organize, plan, devel-
op, and conduct a comprehensive blo-
safety program.

NIH plans to further the biosafety
training efforts of institutions by pro-
viding on-site consultation. The pro-
gram will be designed to assist institu-
tions and their IBCs, biosafety offi-
cers, and laboratory workers in effec-
tively carrying out the requirements
of the Guidelines. Biosafety profes-
sionals will be available to visit institu-
tions and assist them in evaluating
and improving their safety programs.
These professlonals will also be availa-
ble to help solve specific problems in
physical containment. A principal ele-
ment of the program will be to pro-
mote good laboratory practice and to
reinforce its Importance.

Training of laboratory workers is a
continuous process required under the
Guidelines. One commentator ex-
pressed uncertainty as to who has the
responsibility for seeing that person-
nel are trained in safety practices and
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techniques. The DHEW Committee re-
viewed this matter, and on the basis of
the review, the responsibilities have
been clarified. The institution is re-
sponsible for ensuring appropriate
training for IBC chairpersons and
members, laboratory- staff, and the
BSO. The IBC chairperson will brief
the IBC members and provide what-
ever information on training is re-
quired for them to fulfill their respon-
sibilities. To the PI is delegated xe-
sponsibility foi training all the labora-
tory workers involved in the project.

Safety Practices. The PI is responsi-
ble for correcting work errors and con-
ditions that may result in the release -
of recombinant DNA materials. Sever-
al 'commentators suggested that any
accidental release of recombinant or-
ganisms, regardless of suspected path-
ogenicity, be reported to the proper
.health authorities. The Guidelines
now require the institution to report
to State and local health departments
any significant research-related illness
or accident that appears to be a
hazard to the public health.

Another, commentator suggested
that the PI be required to halt on-
going research if any problems result
in a failure to meet assigned contain-
ment requirements.. It was suggested
that the research be halted for 24
hours while a report is made to the
IBC. The IBC would then certify in
writing .that the necessary repairs
have been made. The Guidelines re-
quire reporting and correction of such
problems by the Investigator, but they
do not specify a time limit except that
reports must be made to NIH within
30 days on any, significant problems
with the Guidelines, on violations, and
on all significant research-related acci-
dents and illnesses. Nor, do they re-
quire the IBC to document the re-
paris. While these mandates are not
necessary, the institution should con-
sider setting such policies as deemed
necessary. The Laboratory Safety
Monograph and the Guidelines con;-
tain increased information on health
surveillance to assist the PI in his re-
sponsibilities in this area.

Exemptions and Exceptions. An-
other commentator suggests that the
PI receive IBC approval before peti-
tioning the NIH for exemptions to the
Guidelines or exceptions to the prohi-
bitions. In light of the enhanced re-
sponsibilities of the local IBCs, it is ap-
propriate for them to review proposals
for exceptions fo the prohibitions, Ac-,
cordingly, the Guidelines now state
that proposals to NIH must be submit-
ted with the concurrence of the IBC.

Proposals for exemptions from the
Guidelines deal with alterations in
standards applied to all engaged in
this research. Scientists may send
those proposals -directly to NIH- for.
the considerations of the RAC ,with
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notice to the IBC. Note of exemptions
granted will be sent to all IBCs. Ex-
periments that are exceptions to the
prohibitions require approval at the
national level, after which they must
be reviewed and approved by the IBC.
An KUA must then be approved by
NIH before the experiment may be
initiated. .

MUAs. Several commenters suggest-
ed that the Guidelines be clarified
with respect to the types of experi-
ments that'may not be started prior to
NIH approval. As noted previously,
the Administrative Practices Supple-
ment is responsive to the suggestion,
and more guidance is given in the sec-
tion of the Guidelines on "Institu-
tions" (IV-D-1) to clarify the prepara-
tion and submission of MUAs for new
and modified experiments.

Publication. The Guidelines recom-
mend that published research articles
specify the containment procedures
used. A commentator advocates that
this be required. The issue has been
raised before, and it remains our view
that NIH neither can nor should con-
trol what must be included in scientif-
ic publications.

RESPONSIBILITIES OF NIH (GENERAL)

Due Process Considerations

A number of. commentators spoke on
the issue of public, participation, in-
cluding how best to inform the public
and ensure public access to NIH pro-
ceedings. A number of commentators
and witnesses -at the September 15
hearing focused on the provisions call-
ing for "appropriate notice and oppor-
tunity for public comment." 'Several
suggested that those provisions be de-
scribed in greater detail in the Guide-
lines. Other commentators urged that
labor- and environmental representa-
tives, consumer advocacy groups,
public -health officials, and govern-
ment agencies with potential regula-
tory responsibility have full access to
decision-making.

Some commentators called for clari-
fication of procedures for certifying
host-vector-systems. Others asked that
the standards and procedures for
future Guideline revisions be explicit-
ly stated. Another wanted procedures
that clearly set forth publicnotice and
comment in advance of RAC decisions.
And -another believed the proposed
Guidelines "exacerbate the problems
of self-regulation" and urged that
"HEW supervise the administration
and enforcement-of the Guidelines."

One commentator suggested a proce-
dural-mechanism for'minor or partial
revisions. He advised that RAC recom-

"mendations be published in the FEDER-
AL REGISTER for comment, and that
the comments be taken into account
by the RAC before it forwards final
recommendations to the Director.

'Thus, NIH in ,these cases would act in

the light of advice reflecting public
views.

Another commentator suggested
that each time NIH receives an appli-
cation for an exception to a prohibited
experiment, notice be published in the
FEDERAIL REGISTER, and that after a
public comment period, final notice of
agency action should also be published
there.

NIH Procedures. The NIH Guide-
lines of 1976 provided little or no dis-
cretion in their administration or revi-
sion. As a result, many recommenda-

i tions by the RAC could not be accept-
ed because of NIH's-lack of authority
under those Guidelines to approve
them. The revision proposed by the
RAC in September 1977 attempted to
correct this inflexibility by providing
for discretion under specified condi-
tions, with procedures set forth to
ensure opportunity for public notice
and comment. However, the standards
and procedures for exercise of discre-
tionary authority in the proposed revi-
sion, as many of the commentators
pointed out, needed greater definition
and clarity.

The commentators' procedural ,rec-
ommendations provided a focus fok
the DHEW Committee in 1A' intensive
review of these Issues in the proposed
revisions. Other comments from the
scientific community, from many wit-
nesses at the public hearing, and from
a DHEW meeting with environmental
interest groups augmented the efforts
to define avenues for appropriate utili-
zation of NIH authorities. On the
basis of the comments made in corre-
spondence and at the September 15
hearing, part IV has been substantial-
ly revised to provide for public access
and participation in NIH activities
under the Guidelines. It clearly sets
forth the procedures that will govern
the exercise of NIH authority.

First, there is a group of major ac-
tions for which the NIH Recombinant
DNA Advisory Committee (RAC) will
advise the Director after an opportuni-
ty for public and Federal agency com-
ment. These actions include lowering
or assignment of containment levels
where the Director judges the action
to be major; certification of new host-
vector systems; exceptions to the pro-
hibitions; modification of a list of re-
combinant DNA sources (microorgan-
isms) to be exempt from the Guide-
lines and other changes in the Guide-
lines.

For these major actions the follow-
Ing procedures apply. The Director
must seek the advice of the RAC ,and
provide an opportunity for public and
Federal agency comment, Specifically
the agenda of the RAC meeting citing
the major actions will be published in
the FEDERAL REGISTER at least 30 days
before the meeting, and the Director
will simultaneously publish the pro-
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posed actions in the FEDERAL REGISTER
for comment. In addition, the Direc-
tor's proposed decision, at his discre-
tion, may be published in the FEDERAL
REGISTER for 30 days of comment
before final action is taken. The Direc-
tor's final decision, along with re-
sponse to the comments, will be pub-
lished in the FEDERAL REGIS= and
the Recombinant DNA Technical Bul-
letin. The RAC and IBC chairpersons
Will be notified of this decision.

There is a group of lesser actions for
which the RAC will advise-the Direc-
tor after a meeting announced as de-
scribed above. These actions include
all interpretations of determinations
referred by ORDA, changes and as-
signment of containment levels, ap-
proval of large-scale experiments for
rigorously characterized recombinant
DNA where the absence of harmful
genes has been established, and desig-
nation of certain class 2 agents as class
1 for rhurposes of the Guidelines. The
Director's decision will be transmitted
to the RAC and IBC chairpersons and
Published in the Recombinant DNA
Technical Bulletin. -

And finally, there is a group of ad-
ministrative and scientific functions in
the Office of the-Director that may be'
delegated to the Office of Recombin-
ant DNA Activities (ORDA), involving
implementation of the Guidelines and
their interpretation.- Again, decisions
by the Director in these matters will
be published in the Recombinant DNA
Technical Bulletin, and notice will be
given to the RAC and IBC.

There was considerable Committee
discussion on the- standards to guide
administrative discretion. It was
agreed that the Guidelines should set
forth a general standard. Accordingly,
they now charge the Director to "with

,each proposed action, through appro-
priate analysis and consultation, to de-
termine that it complies with the
Guidelines arid presents no significant
risk to health or the environment."
For a discussion of NIH efforts in risk
assessment, see part-III of this docu-
ment and the Environmental Impact
Assessment (Appendix I).

The Guidelines now. reflect these
roles and relationships in detail and
identify all of the responsibilities in
cross-reference on the other sections
of the Guidelines and to the Adminis-
trative Practices Supplement. As indi-
cated above, opportunities are afford-
ed for public access aid participation,
with formal procedural requirements
based on the significance of the discre-
tionary authority. Ift light of these
procedures, hearings by the Director's
Advisory Committee may be unneces-
sary; but if circumstances warrant, the
committee can play an oversight role
as it has done in the past.

Recombinant Advisory- Committee
Membership;. The correspondents and

witnesses at the September 15 hearing
who commented on process consider-
ations also expressed opinions on
membership of the Recombinant DNA
Advisory Committee (RAC). A number
of recommendations were made con-
cerning representation. Some wit-
nesses at the September 15 hearing
urged that representatives from the
regulatory agencies, such as the Envi-
ronmental Protection Agency, the
Food and Drug Adfilnistration, and
the Occupational Safety and Health
Administration, have full voting mem-
bership on the RAC. It was also sug-
gested that a representative from the
Council on Environmental Quality
serve on the committee. The view was
expressed that the representation of
these agencies on the Federal Inter-
agency Advisory Committee on Re-
combinant DNA Research could not
substitute for their full participation
on the RAC. And it was suggested that
representatives from the regulatory
agencies constitute a subcommittee of
the RAC for purposes of considering
all future modifications of part IV.

Some Federal agency commentators
suggested that representatives from
research agencies such as the National
Science Foundation, the Department
of Agriculture, and the Veterans Ad-
ministration serve on the RAC, and
perhaps be permitted to consider ex-
ceptions to the prohibitions in the
Guidelines.

Several commentators recommended
that representatives from unions and
public interest groups serve on the
committee. Quotas for membership
were also suggested for public interest
groups, unions, and nonprofessional
laboratory workers. Public interest
members might also be permitted to
consider exemptions and exceptions to
the prohibitions.

There were a number of recommen-
dations concerning professional and
scientific expertise. One commentator
advocated representation from
"knowledgeable specialists in environ-
mental processes and effects on eco-
systems and their blota." Other rec-
ommended that the committee include
scientists from Federal research agen-
cies, scientists critical of the guide-
lines, and experts in epidemiology,
medical microbiology, and clinical In-
fectious disease research. And finally,
it was suggested that RAC be advisory
to the Department rather than to
NIH.

Many of these concerns were raised
at the December 1977 meeting of the
Director's Advisory Committee (DAC)
by witnesses commenting on the re-
vised Guidelines as proposed by the
RAC. As I stated in addressing those
concerns in my July 28, Decision, I am
acutely aware of the need for broad
representation on the RAC, and this

was considered in the selection of new
members.

To ensure fairness, however, nomi-
nations for openings on the RAC are
publicly and widely solicited. In July
1978 a notice was filed in the FEDERAL
REGISTER requesting public recommen-
dations for\ RAC membership. All
nominations are considered in select-
ing members of the committee. This
open nomination process will be re-
peated annually, and thus NIH will
not be the only source of RAC nomi-
nations. Further, nominations are
being solicited from all agencies repre-
sented on the Federal Interagency Ad-
visory Committee.

There was considerable discussion by
the DHEW Committee about the
membership of the RAC. The present
RAC has 16 members, 2 of whom are
lay persons. The DHEW Committee
agreed that the composition should re-
flect the requirements set for the IBCs
at the local level. Thus, It is required
that at least 20 percent of the RAC
members shall be persons knowledge-
able about such matters as applicable
law, standards of professional conduct
and practice, public and occupational
health, and environmental safety. In
addition, It Is recommended that one.
member be a "nondoctoral" person
from a laboratory technical staff.

It was also agreed that the scientific
"representation on the committee
should be broadly based to include
persons knowledgeable in recombinant
DNA technology and biological safety,
but also with expertise in the broader
disciplines of biology and medicine-
I.e., microbiology, molecular biology,
botany, ecology, virology, genetics, in-
fectious disease, plant pathology, and
epidemlology.

In view of the expanding role and re-
sponsibilities of the RAC, it was
though appropriate to augment the
expertise and representation. Under a
new chapter, the RAC will be expand-
ed to 20 members.

In addition, all Federal agencies rep-
resented on the Federal Interagency
Advisory Committee will have nonvot-
ing members on the RAC. (At present,
some research agencies already have
liaison members, such as the National
Science Foundation and the Depart-
ment of Agriculture.) These repre-
sentatives will be nonvoting because of
the large number of Federal agencies
Involved, but they will be participating
members encouraged and enabled to
present their agencies' concerns on sci-
entific and other issues.

All members of the RAC may par-
ticipate on the several subcommittees
of the full committee. Thus, there is
clearly no need to mandate the-nature,
structure, or function of subcommit
tees treated by the chairperson in con-
sultation with committee members. Fi-
nally, the RAC Is advisory to the See-
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retary of HEW and the Assistant Sec-
retary for Health, as well as to the Di-
rector, NIH.

Pending the expansion- and- restruc
turing of the RAC' no- changes will be
made in these Guidelines and no deci-
sions will be made requiring the RAC's
prior review and advice.

Federal Interagency Advisory Com-
mittee and Recombinant DNA Re-
search. A meeting of the Federal
Interagency Advisory Committee and
Recombinant DNA Research was held
on October 12, 1978, to-. consider
agency comments on the proposed re-
vised Guidelines and- proposed roles
for the committee. Several agency rep-
resentatives noted that under the dis-
cretion granted in the Guidelines, cog-
nizance should be taken of Federal
agency roles. .Enhancement of the
roles for Federal agencies other than
NIH was discussed with the commit-
tee. This included the proposal of non-
voting membership on the RAC, as
noted above, and nominations from
the agencies for potential voting mem-
bers. As defined under the new proce-
dures. promulgated-in part, IV, all Fed-
eral agencies through their members
will have an opportunity to participate

'in the RAC proceedings and may file
written comments concerning RAC ac-
tivities. Interagency Advisor, Commit-
tee members will receive RAC agendas-
and FEDERAL REGISTER notices.

In additions to participating in the
proceedings of the RAC, all agencies
represented on the Federal Inter-
agency Advisory Committee are now
afforded an opportunity to request a'
meeting of that committee to consider
RAC actions'in light of their concerns.
Some RAC actions, like a recommen-
dation to release recombinant organ-
isms into the environment, will un-
doubtedly necessitate a meeting of the
Interagency Advisory Committee to
provide information and seek concen-
sus. Periodic meetings of this commit-
tee will also continue to be held -for
evaluation of recombinant technol-
ogies and their regulation under'the
Guidelines. (For reference, a list of
the agencies represented on the Inter-
agency Advisory Committee is present-
ed in Appendix II.)

Scientifc Counselors for ORDA-

ORDA will provide' consultation to
Federal agencies regarding the Guide-
lines, and a board of scientific counsel-
ors from all Federal agencies that sup-
port or conduct recombinant DNA
work will advise ORDA on the activi-
ties of the Office of the Director,
ORDA, and the RAC. A-key-task for
the board will be to ensure a common
registry of all federally funded recom-
binant DNA research.

The DHEW Committee expressed
the wish that Federal cooperation con-
tinue, and stronly endorsed the new

responsibilities of the Federal agencies
'under the revised Guidelines.

RESPONSIBILITIES OF NIH (SPECIFIC)

Office of the Director

The principal "issues. here relate to
the standards and procedures for gov-
erning the discretion of the NIH Di-
rector under the Guidelines. All of the
responsibilities that the Guidelines
assign to the Director are now grouped
under "general responsibilities" (for
promulgating rules and overseeing im-
plementation of the, Guidelines) and
"specific responsibilities," which ,in-
elude the opportunity for public and
Federal agency comments. This new
organization clearly delineates the re-
sponsibilities and the procedures and
standards to govern the exercise of
discretion based on the advice of the
RAC and ORDA.

The-.DHEW Committee discussed
the need for periodic review and as-
sessment of NIH's experience in con-
ducting and supporting recombinant
DNA'research. Accordingly, it was
agreed that appropriate language
should be inserted in the Guidelines
that the Director at the 'end of' 36
months from their implementation,
will report on the Guidelines and NIH
experience under them in consultation
with the RAC and the Federal Inter-
agency Committee. He will t0licit
public comment on the draft before
transmitting the final report with re-
sponse to comments- to the Assistant,
Secretary for Health and the Secre-
tary, HEW.

In addition, the Director is now re-
sponsible for supporting training pro-
grams in laboratory safety for IBC
members, Biological Safety Officers,
Principal Investigators, and laboratory
staff.

Recombinant Acvisory Committee

A majd'r concern of the witnesses at
the September 15 hearing; and of the
commentators on the proposed revised
Guidelines, was related to the compo-
sition of the RAC, as discussed above.
The new procedures clearly guide the
discretion of the committee and pro-
vride for full public and Federal agency,
participation. The responsibilities of
the RAC have been enhanced, with
full access to the public and the Feder-
al agencies. As I stated in my Decision
of July i978 accompanying the pro-
15osed Guidelines, the task for all RAC
members has been enormous and their
work and spirit 'of cooperation have
been. exemplary. I look forward to con-
tinued cooperation -with Dr. J'ane
Setlow,. Chairman, and all of the com-
mittee members. Their assistance is
vital to'. the 'integrity of this researchi
under the Guidelines.

Office of Recombinant DNA Activities
The majority of comments concern-

ing ORDA focused on the office's
oversight responsibility. The Issues
concerning delegation of authority to
the IBC's and the role of ORDA In
registering not only recombinant DNA
activities but other data relating to
health surveillance have been dis-
cussed in the previous section on local
institutions.

There were several comments con-
cerning the need for increased staffing
for ORDA to meet the new responsi-
bilities under the Guidelines. Addi-
tional staff has been provided, and
there will be need for more In light of
the new responsibilities of the Recom-
binant Advisory Committee to solicit
public and Federal agencies' com-
ments.

As noted previously in the section on
the Interagency C6mmittee, a board
of scientific counselors from the other
Federal agencies that conduct or sup-
port recombinant DNA research will
be established as advisory to ORDA.
This board is created in response to
suggestions from Federal agencies for
some meqhanism to ensure uniformity
in interpretations and determinations

•made under the Guidelines where dis-
cretion is granted. An early task of the
board will be to assist in creating and
maintaining a registry for all recom-
binant DNA activities funded by the
Federal Government. The board will
also assist ORDA's Director in for-
warding to the RAC all requests from
other Federal research agencies for
action on such matters as certification
of new host-vector systems. We are, In
fact, trying to ensure a capability for
uniform interpretation and Implemen
tation of the Guidelines throughout
the Federal sector.

Another commentator urged that a'
time-frame be set for implementing
the new standards and procedures,
This request Is 'a most Important one.
In anticipation of the release of the
Guidelines, procedures have been
drawn up for meeting the new require-
ments. Dr. William Gartland, Director
of ORDA, has sent a letter to all Insti-
tutions, IBC chairmen, and Principal
Investigators, specifying the measures
to be taken within the next three
months'to implement the new Guide-
lines effectively.

Registration. Here the principal
comments came from the Federal
agencies and private industry. The
proposed revised Guidelines require
-the institutions that receive NIH
funds for recombinant DNA research
to register all recombinant, DNA pro-

'jects, irrespective of the source of
funding. Representatives from Federal',
research ag~ncles pointed out that'in.
stitutions shduld' not be required to
register with NIH If they are already
registering with the Federal agency
that supports the work. Accordingly,
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the Guidelines now specify that an in-
stitution need not register with NIH
its projects funded by another Federal
agency when that agency maintains a
registry and provides the NIH with es-
sential information. The institution
will register projects directly with NIH
if the supporting Federal agency does
not choose to maintain- its own regis-
try.

At a meeting held with the DHEW
Committee, representatives of the
Pharmaceutical Manufacturers Associ-
ation urged greater protection for pro-
prietary and patent information under
the Guidelines. The proposed revised
Guidelines offered a system of volun-
tary registration and certification for
the private sector which was not avail-
able under the 1976 Guidelines. In ad-
dition, a representative from the Com-
merce Department also urged expan-
sion of the Guidelines to protect pro-
prietary and patent information. On
the other hand, environmental inter-
est groups have expressed concern
that there be -maximum disclosure of
information. Because of the complex-
ity of the issue, and the general per-
ception that NIH does not have the
powers to completely protect propri-
etary rights and trade secrets, this

-aspect of the Guidelines will be han-
dled separately after their issuance.
The Food and Drug Administration is
now considering issuing regulations
that would require drug companies to
comply with the NIH Guidelines.

Compliance. Several of the commen-
tators and witnesses at the September
15 hearing recommended stronger lan-
guage in the Guidelines concerning
compliance with the Guideline provi-
sions. The proposed revision stated
that noncompliance may result in sus-
pension, limitation, or termination of
financial assistance. Several commen-
tators urged that the -language be
made mandatory. 'Others suggested
that possible viblations be ranked,
with definite penalties set in each
case, including criminal penalties. Still
others urged invocation of Section 361
of the PHS Act to ensure compliance
through regulation.

Many of these issues were raised at
the December hearing of the Direc-
tor's Advisory Committee and in corre-
spondende on the Guidelines as pro-
posed by the RAC. In response to the
suggestions, a section on compliance
was included in the proposed revision.
However, as I noted in my Decision ac-
companying that publication, NIH has
no authority to impose fines in the ab-
sence of new legislation. I also noted
that appropriate HEW procedures will
be followed should suspension or ter-
mination of a grant be -necessary. In
light of the lack of statutory authbri-
ty, penalties for negligence and crimi-
nal penalties should not be specified.
It has been suggested that NIH might

Aeek reimbursement for any funds ex-
pended upon activities not conducted
in accordance with contractual assur-
ances. This recommendation differs
from current HEW grant policy and
will require much more consideration.

On the basis of DHEW Committee
discussion, a new provision will allow
NIH to require prior approval of any
and all recombinant DNA research
projects if the institution falls to
compy with the Guidelines.

Invocation of Section 361 of the
Public Health Act has been carefully
considered by the Interagency Com-
mittee and the Department over the
past two years. The most recent ex-
pression of interest In this authority
was in a letter six Senators requesting
Secretary Califano to consider Invok-
ing Section 361 to regulate recombin-
.pnt DNA research. The letter and the
Secretary's response are Included in
Appendix III to this Decision. Briefly,
the Secretary said that the Depart-
ment does not intend to evoke existing
statutory authorities to regulate re-
combinant DNA activities at this time.
He went on to quote the Interagency
Committee's report of March 15. 1977,
dealing with elements for legislation,
including the determination that Sec-
tion 361 would require a reasonable
basis for concluding that recombinant
DNA research may cause human dis-
ease. Such a conclusion Is tenuous at
best and would at present be an inap-
propriate basis for invoking the regu-
lation. The Secretary, however, noted
in his letter that if the Department
had to act speedily, Section 361 is
available and would be used. In the
Secretary's view, only legislation
would justify establishing regulations.

V. FOOTNOTES AND REFmn cEs
In reply to correspondents' suggestions

and NIH review, minor changes have been
made In Footnotes 3 and 5: and five new
footnotes-2A, 19A. 33A. 33B. and 37A-
have been added.

A correspondent recommended that text
be lidded to Footnote 2 to discuss the basis
for allowing cloning of genetic Information
from Vesicular stomatftis virus and moder-
ate-risk oncogenle viruses. Since Footnote 2
already refers the reader to the July 28.
1978, Decision document, where this is dis-
cussed In detail, no further discussion In
Footnote 2 seems necessary.

Ap,'zznnx A
(Director's Decision concerning Appendix

A of the Guidelines)
There were many comments concerning

the list of exchangers in Appendix A to be
exempted from the Guidelines under Ex-
emption I-E-4.

Some correspondents recommended addi-
tions to the list, including Caulobacter crrs- -
centus, Agrobacterfum, Proteus, and Xanth-
omOnas.

On the other band. some correspondents
felt that there was insufficleqt documenta-
tion for the entries on the list and that the
list should be by specibs, not genus.

One correspondent recommended citing
Bergey's Manual of Delerminatire Bacteri-
ology. Another wTote. "It is also question-
able why one should list Eschericiha coli ex-
changers and not others in nature such as
the organisms that exchange with Bacillus
subtilis. with Haemophilus influenzae, with
Neifseria gonorrhoeae etc.-

In response to the many comments re-
ceived, the list of organisms to be exempt
from the Guidelines under Exemption I-E-4
has been carefully reconsidered. The discus-
sion below attempts to make more explicit
the considerations used In constructing this
list. In addition, the criteria for Inclusion on
the list have been tightened, reducing the
list considerably and thus exempting fewer
experiments from the Guidelines. Refer-
ences supporting the entries to the list are
given below (refs. 1-22). The final list (Ap-
pendix A) closely resembles th6 "first list"
described in Appendix D to the July 28.
1978. Environmental Impact Assessment.

It should be emphasized that the evolu-
tion of this list will continue.as more experi-
ments are done and as we gain more knowl-
edge in this rapidly advancing field. In addi-
tion. other organisms recommended by
some of the commentators (Bacillus or Hae-
mophilus species, for instance) are currently
being considered by the RAC for future -in-
clusion under this exemption.

As noted in 'Appendix D to the July 23,
1978. Environmental Impact Assessment:
"The natural transfer of genes between bac-
teria occurs by transduction (bacterial virus
mediated), transformation (uptake of isolat-
ed DNA by a bacterial cell), or conjugation
(plasmid'mediated transfer of genes be-
tween bacteria requiring cell-to-cell con-
tact). A reasonable generalization is that
virtually all closely related species of bacte-
ria can exchange genes by transduction and
transformation, the former limited by the
relatively narrow host-range of transducing
bacteriophage and the latter by the require-
ment. In the case of chromosomal DNA. for
homology of DNA in most recombination
events. Conjugal mating with exchange of
DNA can occur between virtually all Gram-
negative bacteria, including naturally occur-
ring soil and intestinal species, when medi-
ated by a plasmid of broad host-range (for
example, the Inc P-i group -plasmtds). Re-
cently, conjugal mating has also been shown
to occur between strains of certain species
of Streptococcus a Gram-positive organkm
(for example, Streptococcus faecalis). To
date, however, conjugal mating has not
been demonstrated between Gram-negative
and Gram-positive bacteria.

"The relatedness of different microbial
species can be estimated by determining the
extent of DNA homology between them or
by studying the properties of different mi-
croorganisms In genetic crosses. As a general
rule. organisms that show considerable ho-
mology of their nucleotide sequences under
a standard set of experimental conditions
have the capacity to mutually integrate
chromosomal genes. For example, in the
case of the Enterobacterfaceae family of
bacteria (includes Escherichia cali K-12).
there is both extensive DNA-DNA homology
(1) and chromosomal gene exchange (2)
with a reasonable correlation between the
degree of DNA-DNA homology and the ca-
pacity to mutually integrate chromosomal
genes.

"Genetic relatedness, as indicated by a
high level of DNA-DNA homology between
different microorganisms, Is not. however.
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an absolute requirement for the exchange
of chromosomal genes between bacteria. In
fact chromosomal gene transfer among di-
verse members of the Gram-negative group
of bacteria has been demonstrated where
the microorganisms involved show little-or
no DNA-DNA homology. In these cases the
exchange of chromosomal genes is promot-
ed by a broad-host-range plasmid of the Inc
P-i incompatibility- type. These plasmids
mobilize the chromosomes of a wide variety
of Giam-negative bacteria, incorporate seg- -
ments of these chromosomes, and are capa-
ble-of establishing themselves along with co-
valently linked chromosomal genes in a
wide range of Gram-negative bacteria. (3)"

In evaluating a pair of organisms for in-
clusion as nonnovel exchangers, we are
making an estimate of the probability that
the combination of genes might have oc-
curred naturally. If the combination is not a
new one, then there should be no special
hazard in creating such- an organism by re-
combinant. DNA technology. Thus we can
exempt this combination from the Guide-
lines.

Any conclusion about exchange between
organisms involves some extrapolation from
the experimental data available. We have
tried, in the discussion below, to make ex-
plicit these extrapolations and the scientific
bases for making them. For this purpose,
thd types of criteria which might be taken
into account in preparing a list of exchang-
ers are divided into four categories. The
first two were those used in constructing
Appendix A in these final revised guidelines.
The first three, were-used in constructing
the version of Appendix A -which ippeared
in the July 28, 1978, proposed revised guide-
lines. All four were used in constructing a
list approved by -the RAC and described as
the "third list" In Appendix D to the July
28, 1978, Environmental Impact Assessment.

1. Organisms which exchange chromoso-
mal genetic information which becomes
stably integrated into the host chromosome.
This, the most stringent criterion for ex-
change, requires significant homology be-'
tween recombining segments. Organisms
which meet these criteria will therefore be
closely related by DNA homology measure-
ments (Ref. 1, 2). In addition, more than
one mechanism of genetic exchange maybe
found (i.e., transduction and plasmid mobili-
zation) and transfer of many different
markers may be demonstrated. The major
extrapolation involved in this category is
the extension of data from one strain to
others in the same species or genus. In the
Appendix A list, most -of the entries are
listed as genera (Shigella, Salmonella, etc.),
while the Pseudomonas aeruginosa species
Is listed. One can generalize from species to
genus when there is evidence that all mem-
bers of the genus behave similarly, and
show extensive DNA homology. In addition,
In some cases, exchange has been demon-
strated in many species of the genus. The
DNA homology test is convincing for Shi-
gella, but not for Pseudomonas.

2. Organisms which exchange -chromoso-
mal information that is not necessarily inte-
grated into the chromosome of the recipient
(for instance, transfervia F' or R). This sort
of exchange can occur in the absence of ex-
tensive DNA homology between the organ-
isms, and requires only that the plasmid and
its chromosomal genes be'maintained in the
recipient organism.

Although two organisms meeting these
criteria might not be closely related, this

type of dxchange is probably the best model
of a recombinant DNA experiment. In both
cases, relatively small amounts of geneticiri-
formation are transferred; usually in plas-
mid form, to an otherwise "foreign" genetic
background. Therefore, it seems reasonable
to- accept evidence of such exchange as
grounds for exemption.

Criteria 3 and 4 deal specifically with Inc
P-1 plasmids, but the principles can be ex-

•tended to other exchange mechanisms.
3. Organisms which show evidence of a

-plausible niechanism for exchange (e.g., '
formation or evidence of mobilization of
chromosomal genes by an Inc P-1 plasmid.)
In this case, the plasmid itself has been
shown to move from organism to-organism.
It has been shown to pick up chromosomal
genes, but the transfer of-these chromoso-
mal genes in interspecies matings has not
necessarily been demonstrated.

To endorse these criteria, we must ex-
trapolate from the transferv'within the spe-
cies to more distantly related organisms.
For such an extrapolation, one must assume
that no barriers will exist for R' transfer
that do not exist for transfer of the plasmid
itself. In many tested cases, this is clearly
true: transfer of chromosomal genes incor-
porated Into an R factor Is comparable in
frequ~ency to transfer of the plasmid itself,
and the R' can be moved to a-broad range of
organisms (4). However, this may not be
universally true (5).

4. Organisms whch can receive or donate
broad host range plasmids. Since these pins-
mids are known, in many cases, to mobilize
the chromosome and transfer chomosomal
genes, such transfer might be expected for
any organism that receives or donates the
plasmid. This extrapolation assumes that (I)
chromosomal pickup is always able to occur
with these plasmids and (it) transfer of
chromosomal genes to other species will
occur (this lattei case is the same at that
analyzed under criterion 3).

Analysis of the basis for the first extrapo-
lation would include consideration of the
numerous cases where such mobilization
and transfer can be detected (see, for in-
stance, ref. 5-10) and those few where it
cannot (11).

- It is my decision that the data supporting
the use of criteria 3 and 4, while suggestive,
are not yet compelling enough to warrant
exemption from the Guidelines for recom-
binant DNA experiments. As more data are
accumulated, this conclusion will be careful-
ly reconsidered.
The Issue of Two-Way Exchange

The organisms listed in appendixA fit the
first two criteria described above-i.e., in all

-cases, there is direct ei'dence of chromoso-
mal exchange between two species on the
list, and many show extensive DNA homol-
ogy as well. In addition, for all the brgan-
isms on this list, exchange can be demon-
strated in two directions. Further, if organ-
isms A and -B both exchange genetic infor-
mation (both donate and receive) with a
third organism-E. coli-K-12, for instance-

-then Z colt K-12 can act as a path for the
DNA of organism A to reach B, and vice
versa. Thus, the requirement for two-way
exchange allows us to exempt recombinants
made between A and B. Therefore, We have
exempted "any recombinant DNA molecules
that-are M1) composed entirely of DNA seg-
ments from one or more af the organisms
listed below and (2) to be propagated in any
of the organisms listed below."

It would make sense, of course, to have
one-way lists as well, where cloning exempt
from the Guidelines would only be allowed
in- the recipient. The creation of such lists
will be considered by the RAC.

RzaNcECEs

1. Brenner. D. J. (1977). Characterization
and Clinical Identification of Enterobacter-
iaceae by DNA Hybridization. Progress In
Clinical Pathology 7:71-118.

2. Sanderson, K. E. (1976). Genetic Relal
edness in the Family Entcrobacteraccae.
Ann. Rev. Microbiol. 30:327-349.

3. Holloway, B. W. (1978). Plasmids Which
Mobilize Bacterial Chromosomes. Plasmd,
in press.

4. Dixon, R., F. Cannon, and A: Kondorosi
(1976). Construction of a P Plasmid Carry-
ing Nitrogen Fixation Genes From 'leb-
siella Pnezimoniae Nature 260:268-271.

5. Johnston, A. W. B., S. M. Setchell. and
J. E. Beringer (1978). Interspecific Ctosses
Between Rhizobilm leguminosarun and
Rhizohium meliloti: Formation of Haploid
Recombinants and of R-Primes, J, Gen. Ml-
croblol. 104: 209-218.

6. Beringer, J. E., S.A. Hoggan, & A. W. B.
Johnston (1978). Linkage Mapping in Rhi-
zobium Leguminosarum by Means of R
Plasmid-Mediate Recombination. J. Gen.
Microblol. 104: 201-207.

7. Sistrom, W. (1977) Transfer of Chromlo.
- somal Genes Mediated by Plasmid R68.45 in
Rhodopseudomonas sphacrodes. J. Bacter.
lol. 131:526-532,

8. Haas, D., and B.W. Holloway (1978)
Chromosome Mobilization by the R Plasmid
R6845A Tool in Pseudomonas Genceis.
Mol. Gen. Genetics 158:229-231.

9. Towner, K.J. (1978). Chromosome Map-
ping in Acinetobacter calcoacetius. J. Gen,

'Midroblol. 104: 175-180.
10. Stanisch, V.A., and B.W. Holloway

(1971). Chromosome transfer in Pseudo-
monas aeruginosa Mediated by R Factors,
Genet. Res. 17:169-172.

11. Alexander, J.L.. and J.D. Jollick (1077),
Transfer and expression of Pseuidononas
Plasmid RPI in Caulobacter. J. Gen. Micro'
blol. 99:325-331.

12. Baron, L.S., P. Gemski, E,Mj Johnson,
and J.A. Wohlhleter (1968). Intergenic Bee
terial Matings. Bacter. Reviews 32:302-309.

13. Cannon, F.C., R.A. Dixon, J.R Post.
gate, and S.B. Primrose (1974). Chromosont-
nal Integration of Klebsiella Nitrogen Fix.
ation Genes in E. coll. J. Gen. Microbiol.
80:227-239.

14. Chatteree, A.K., and M.P, .Stnrr
(1973). Gene Transmission Among Strains
of Erwinia Amlovore , J. Bact. 110:1100-
1106.

15. Chatterjee, A.K. and M.P. Starr (1973).
Transmission of Lac by the Sex Factor E in -

Erwinia Strains from Human Clinical
SoUrces. Infection and Immunity 8:563-572,

16. Denarie. J, C. Rosenberg, B. Bergeron,
C. Boucher. M. Michel, and M, Barate do
Bertalmio (1977). Potential of RP4:Mu Plas'
mids for In Vivo Genetic Engineering of
Gram Negative Bacteria. In Bukharl, A., J.
A. Shapiro, and S.L. Adhya (editors): DNA
Insertion Elements, Plasmids and Episotnes,
Cold Spring Harbor Laboratory Cold
Spring Harbor, N.Y.

'17. Faelen, M., A. Toussaint, IV. Van Mon.
tague, S. Vander Elsacher, G. Engler, and J.
Schell (1977). In Vivo Genetic Engineering
The Mu-Mediated Transposition of Chromo
somal DNA Segments onto Transmissible
Plasmids. In Bukharl, A. L, J. A. Shapiro,

FEDERAL REGISTER,, VOL 43, NO. 247-FRIDAY, DECEMBER 22, 1978

60100



NOTICES --

and S.L. Adhya (editors), DNA Insertion
Elements, Plasmids and Episome, pp. 521-
530, Cold Spring Harbor Laboratory. Cold
Spring Harbor, N.Y.

18. Goldberg, R. B.. R. A. Bender. and S.
L. Streicher (1974). Direct Selection for P1-
Sensitive Mutants of Enteric Bacteria. J.
Bact. 118,810-814.

19. Hedges. R. W., A. E. Jacob, and I. P.
Crawford (1977). Wide Ranging Plasmid
Bearing the Pseudomonas Aeruginosa Tryp-
toplun Synthetase Genes. Nature 267.283-
284.

20. Johnson, E. .. B. P. Placek. N. J.
Snellings. and L. S. Baron (1975) Conserve-
tion of Salmonella Typhimurium Deoxyri-
bonucleic Acid By Chromosomal Inserttion
in a Partially Diploid Esclwrichia Coli

ybrid. J. Bact. 123:1-6.
21. Nagahari. K. Y. Sano. and K. Sakagu-

chi (19.77). Derepression of E. Coli trp
Operon on Interfamilial Transfer. Nature
266.'745-746.

22. Signer, E. R., a. Torriani, and C. Le-
vinthal (1961). Gene Expression in Intergen-
eric Merozygotes. Cold Spring Harbor
Symp., Quant. BioL 26.31-34.

APPzNDx B

(Director's Decision concerning Appendix B
of the Gudelinie)

Three correspondents correctly point out
that since the publication in 1974 of the
"CDC Classification bf Etiologic Agents on
the Basis of Hazard" (which is repeated ver-

""batim as Appendix B to the Guidelines), Ac-
tinomycetes have been reclassified. Former-
ly considered to be fungal agents, they are
now -considered bacterial agents. An ex-
planatory footnote has been added to the
table.

APPENDIX I-ENVIRONMENTAL IMPACT
ASSss 0

ENVIRONMENTAL IMPACT OF THE FINAL

GUIDELINES

An Environmental Impact Assessment of-
the NIH-Proposed Revised Guidelines (EIA)
was published with the Guidelines In the
FEDERAL REGiSTEaR of July 28, 1978. The as-
sessment was based on an Intensive analysis
of the Guidelines then in effect, the Guide-
lines as proposed by the Recombinant DNA
Advisory Committee in September 1977, and
the Guidelines as proposed by NIH in July
1978. The conclusion of the assessment was
that there would be no adverse Impact of
the NIH-proposed changes upon the envi-
ronment.

The issues raised by the commentators in
correspondence and, by the witnesses of the
September 15 hparing on the NIH-proposed
revised Guidelines are reviewed in detail in
the accompanying Decision document. It is
the conclusion, based on that review of the
alternatives proposed in July 1978 and the
decisions reflected in the final Guidelines.
that there will be no adverse impact of the
Federal actions upQn the environment.
Indeed. in the extensive revision of part IV.
these final Guidelines enhance public par-
ticipation and accessibility at the national
and local levels, with increased emphasis on
health surveillance and safety training. The
final Guidelines provide an even stronger
framework to ensure that no significant risk
is presented to the public health or the en-
vironment.

Consideration now follows of certain
issues relating to the EIA of July 28.

1978, which were raised in correspond,
ence and by witnesses at the Septem-
ber 15 hearing.

N.EPA Considerations

A wltness at the September 15 hear-
ing cited the EIA as being inadequate
and held that a full Environmental
Impact Statement (EIS) should be
prepared. The witness stated that an
EIS is blearly required by the law. In
addition, the witness found the EIA
inadequate in Its analysis of the revi-
sions In such areas as exemptions and
the use of E. Coli. K-12 and other
host-vector systems.

In our view, the EIA prepared by
NIH on the proposed revisions to the
NIH Guidelines fully satisfies the re-
quirements of the National Environ-
mental Policy Act of 1969 (NEPA).

The current Guidelines on Recom-
binant DNA Research were issued on
June 23, 1976, and published In the
FEDERAL RFmsTER on July 7, 1976 (41
F.R. 27902). They were developed by
NIH after opportunity for public com-
ment and an open meeting at which
members of the public were invited to
testify (41 P.R. 2105).

In the Decision of the Director. NIH,
which accompanied the 1976 Guide-
lines, It was indicated that NIH would
prepare a draft EIS on the Guidelines
in order to give the public further op-
portunity to comment. The draft EIS
was published in the FEDERAL RGmisrEl
on September 9. 1976. with a preamble
soliciting public comment (41 P.R.
38426). After the close of the comment
period, a final EIS was prepared,
taking into account the comments re-
ceived and scientific developments up
to that time. The EIS actually became"
final on November 28. 1977. when
notice of its receipt was published In
the FEDERAL REcrsTEa by the Council
on Environmental Quality (42 F.R.
60588).

During this period, scientific evi-
dence has been accumulating that the
risks presented by recombinant DNA
research, which has always been
purely speculative, were indeed
remote. As a result, it became appar-
ent that the restrictions in the Guide-
lines were more stringent than neces-
sary and that the Guidelines needed
to be revised. The process of revision
was first undertaken by NIH's Recom-
binant DNA Advisory Committee
(RAC). which referred a proposal for
revision to the Director. NH. in Sep-
tember 1977. On September 27. 1977.
the Director published the RAC's pro-
posal in the FEDERAL REa~sTER for
public comment (42 P.R. 49596). At
the same time, and in a subsequent
FEDERAL REnsmsT notice (42 FR.
59918). the Director announced a two-
day meeting to secure public testimo-
ny on the RAC proposal. This meeting
was held on December 15-16. 1977. and
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witnesses appeared from environmen-
tal groups, the scientific community,
and industry.

Based on the comments received and
the testimony at the December meet-
Ing. the Director developed an NIH-
proposed revision of the Guidelines
(referred to herein as the PRO). rely-
ing In part on the RAC proposal The
PRQ was Issued by the Director, as a
proposal, with the approval of the Sec-
retary. on July 19, 1978, and published
In the FzEDn.A REGsTER on July 28,
1978 (43 FR 33042). the preamble to
the PRO requested public comment,
announced that a further hearing on
the PRO would be conducted on Sep-
tember 15, 1978, before an BMW panel
chaired by the General Counsel, and
indicated that final action on the PRG
would be taken after the panel had re-
viewed both the written comments and
those provided at the hearing."

When the PRO was published on
July 28, It was accompanied by a de-
tailed EIA. which included a discus-
sion of the risks and benefits of recom-
binant DNA research and an analysis
of the current Guidelines, of alterna-
tives to the Guidelines, and of NI's
PRO. In addition to an overall assess-
ment of the environmental impact of
the PRO, sepaate environmental
Impact analyses were made of each
section. The conclusions reached were
summarized at the beginning of the
EIA as follows:

As can best be determined from all evi-
dence compiled to date and analyzed in nu-
merous scientific and public forums, there
will be no adverse environmental impact
from recombinant DNA research conducted
tinder the DIrector's proposed revisions- The
Environmental Impact Statement on NIH
Guidelines for Research Involving Recom-
binant DNA Molecules. issued In October
1977, predicted that the environmental
Impact of research conducted under the
1976 NIH Guidelines would be the contin-
ued protection of the laboratory worker, the
general publi, and the environment from
conjectural hazards. So far, this prediction
has been confirmed: We know of no scien-
tists conducting recombinant DNA research
In the United States or other countries who
are not following the NIH or comparable
guldelines. and no untoward effect of the re-
search has been reported. Meanwhile, new
scientic evidence as well as extensive expe-
rience in operating under the NIH Guide-
lines indicate that revisions are in order.
The predictable effect of continued use of
recombinant DNA techniques under the Di-
rector's proposed revisions would be a great-
er realization of the benefits of this valua-
ble tool without compromise of safety. (43
FR 33096).

The EIA prepared by NIH on the
PRO dIscusses in detail scientific de-
velopinents regarding recombinant
DNA research. It. justifies the changes
proposed by NIH. explains why some
RAC and public proposals were not ac-

4 More than 30 persons from environmen-
tal gro'ups and the scientific community tes-
tified at the September 15 hearing.
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cepted, and assesses at some length
the anticipated environmental effects
of the changes NIH proposed to make.

In my view the EIA represents a con-
scientious, thoughtful, and thorough
effort to carry out our responsibilities
under NEPA. As one correspondent
noted, the assessment is a "thorough
and fully documented analysis * * *
that describes the technical aspects of
this research" and its conjectural risks
and benefits." The EIA took a "hard
look" at the current Guidelines, the
various alternatives, and the environ-
mental implications of the proposed
changes. By soliciting public comment
and conducting a public hearing, rele-
vant areas of 'environmental concern
were identified. I believe that a con-
vincing case is made in the EIA that.
the proposed changes would have no
significant environmental impact.

My Decision accompanying these
final Guidelines reviews, at some
length exemptions from the Guide-
lines in light of the comments made
by correspondents and witnesses. And
'indeed, a lengthy analysis of the list of
exempt organisms in Appendix A doc-
uments the prudence and caution in
which NIH is proceeding. On the basis
of comments, the list has been modi-
fied and the scope of experiments re-
stricted.

It was also asserted by witnesses
that the filing of an EIS would provide
for public input in the Government's
decisions affecting the environment.
In my view, NIH's overall response to
the-issues raised by recombinant DNA
research has been to ensure a full
public hearing of all issues. When
these issues first arose, NIH conducted
piublic hearings, solicited public com-
ment; developed Guidelines, and pub-
lished an EIS, which ultimately re-
ceived judicial approval.

Since that time scientific evidence
has shown that the initial concerns
about the hazards of this research
may have been exaggerated. Accord-
ingly, we proposed to relax some as-
pects, of the Guidelines. In doing so,
we again conducted hearings and solic-
ited public comment. And the NIH-
proposed revised Guidelines were pub-
lished for comment, followed by a
hearing under the aegis of a DHEW
committee chaired by Peter Libassi,
the DHEW General Counsel. In addi-
tion, all of the proceedings and all doc-
uments have been published in an on-
going series of volumes that document
the basis for NIH policies. The docu-
ments contain relevant proceedings of
the, executive, legislative, and judicial
branches. A fourth volume will be pub-
lished in January containing the tran-
scriptof the' September 15, 1978, hear-
ing, all correspondence received by
NIH commenting on the proposed
Guidelines of July 28, 1978, and all
other relevant documents.

RISK ASSESSMENT

Several witnesses raised issues con-
cerning the concepts of risk and safety
as outlined in .the Environmental
Impact Assessment (EIA). One witness
emphasized the concept of risk as "a
relatively objective measurement of
hazards" and safety as "a subjective
expression of the level of risk which is
acceptable to a population." He be-
lieves the NIH Guidelines and Assess-
ment confuse these two concepts. The
Guidelines, in his view, do not provide
adequate institutional mechanisms to.
ensure that the value issues involved
-in safety are thoroughly aired by the
general public. Thus, because safety is"value-laden, subjective, and in a
sense, political," the Guidelines must
reflect these values by ensuring ade-
quate' nmechanisms for determining
safety standards and their implemen-
tation.

The October 1977 EIS on the origi-
nal NIH Guidelines and the July 1978
EIA on the proposed revisions address
in great detail occupational and envi-
ronmental health and safety concerns.
As noted in the EIA (FEDERAL REGIS-
TER, p. 33131, middle column), several
changes are proposed 'in the revised
Guidelines "in the implementation,
review, and monitoring of recombinant
DNA activities it the local and nation-
al levels, to insure appropriate safety
practices and procedures that would
minimize any significant environmen-
tal impact."

These modifications focus on a re-
structuring of roles -and responsibil-
ities. The applicability of the Guide-
lines has been extended to all recon-
binant DNA reseach at institutions
that receive any recombinant DNA re-
search support from NIH. Biosafety
committees have been given broader
responsibilities. At the request of sev-
eral commentators, Appendix D to the
original Guidelines has been revised
and updated as Laboratory Safety

.Monograph-A Supplement to the NIH
Guidelines. The monograph Is a com-
pendium of useful safety information,
including instructions on emergency
procedures, laboratory iechniques for
biohazard control, and decontamina-
tion and disposal methods. It provides
much detail on the responsibilities of
the local institution for safety prac-
tices and procedures. The impact of
these actions and the restructuring of
'part IV of the Guidelines will be the
promotion of safer cdnduct of this re-
search, affording a greater measure of
protection to the environment, with
emphasis on occupational health and
safety.

Several commentators also urged
NIH to initiate and fund a comprehen-
sive risk-assessment program to pro-
vide a scientific basis for defining ap-
propriate containment requirements
for recombinant DNA -experiments.,

The DHEW Committee reviewed NIH
efforts in this regard. It was noted
that recombinant DNA research, ex-
periments provide a great deal of In-
formation on risks. In addition, NIH is
supporting a number of studies in risk
assessment. The participants at the
Falmouth Conference* recommend
studies in six areas, and NIH is follow-
ing up on those recommendations,

The Rowe-Martin polyoma experl-
ments are discussed in the Decision
Document. In addition, intramural
NIH scientists are collaborating with
scientists from other institutions In
testing the virulence in mice of E. colt
K-12 containing "shotgun clones" of
recombinant DNA derived from other
species.

A number of contractors of the Na-
tional Institute of Allergy and Infec-
tious Diseases are testing the biologi-
cal containment capabilities of various
derivatives of E. coli K-12, Some are
testing the survival and capacity of
plasmid and phase vectors to be trans-
mitted to secondary bactelal hosts in
the gastrointestinal tract of man and
mouse. Others are assessing these pa-
rameters in model sewage treatment
systems and in situations, simulating
accidental spills and Othdr types of ac-
cidental release of the organisms for
experimental procedures.

In addition, invistigators proposing
systems to be certified by NIH as HV1
or HV2 must perform certain specified
tests on these systems relevant to
their survival and transmission proper-
ties. It is also anticipated that If inves-

-tigators seek exceptions to the prohi-
bitions-for specified clones,. NIH will
request substantial risk-assessment ex-
periments to be performed to evaluate
claims of safety.

Another commentator noted that
Dr. Sidney Brenner of the Medical Re-
search Council's Laboratory for Molec-
ular Biology in Cambridge, England,
had stated that he believed the whole
method of risk-assessment up to now
is "fragmentary" and that what is
needed is a "more systematic ap-
proach," which he was trying to take.
Dr. Brenner, when asked for more In-
formation on his studies, explained
that the method of risk-assetsment he
referred to Is not a new experlijiental
approach but a new analytical ap-
proach. Dr. Brenner's work will be fol-
lowed closely for any new information
that sheds light on potential risks or
safety of experiments under the
Guidelines.

SOCIAL ETHICS

A witness at the September 15th
hearing noted that "the steps taken to
Insure containment are of great imme-
diate importance and the present
guidelines should be continued," But

*See Journal of Infectious Djseases,
137:704-708, May 1978
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he stated that "ultimately the discus-
sion. kinds of facility and guidelines
are simply irrelevrant." In his view.
human security may be threatened by
"the biologic revolution." He notes tht
just as the "nuclear'reality'" has led to
the term "omnicide," and environmen-
tal pollution to "ecocide," biological
research may lead to "genecide."

As noted in my Decision document
(FEDERAL REGISTE ,) July 28, 1978).
NIH has been asked to provide a

- • forum for dealing with social issues re-
latig' to "genetic engineering." The
concerns of this witness may be taken
in the same context. My Decision
notes that NIH'has been addressing
the policy questions involving the
safety of this research, not the "poten-
tential future application * * * to the
altering- of the genetic character of
higher forms of life, including man
* * *. In light of public concern, a
study is warranted of the ethical,
legal, and social implications of these
techniques. The National Commission
for Protection of Human Subjects of
Biomedical and Behavioral Research
considered, but was unable to initiate,
a study * * *." Such a study might be
considered by the Department's newly
created Ethical Advisory Board. It
could also be a key priority for the Na-
tional Commission for the Protection
of Human Subjects, which was reauth-
orized by the Congress before adjourn-
ment of this session.

APPENDx II-EDERAL INTERAGENCY ADVISO-
RY ComMITTEE ON RECoMBiNANT DNA RE-
SEACH, OCTOBER 1978

DEPARYMENT OFAGRICULTURE

Dr. James Nielson, Deputy Assistant Secre-
tary for Conservation, Research, and Edu-
cation. U.S. Department of Agriculture.
Washington. D.C. 20250.

Charles F. Lewis, Ph. D. (Alt.), Staff Siien-
tist, 'Plant and Entomological Sciences.
National Program Staff, ARS, USDA.
BARC-West, Beltsville, Maryland 20705.

Dr. Clarence 0. Grogan (Alt), Principal
Agronomist. Conservation, Research. ,and
Education, U.S. Department of Agricul-
ture. Washington, D.C. 20250.

DEPARTMENT OF COMMERcE

Jordan J. Baruch, Sc. D., Assistant Secre-
tary for Science and Technology, U.S. De-
partment of CommerceWashington. D.C.
20230.

DEPARTMENT OF DEFENSE

William R. Beisel, M., Scientific Adviser,
U.S. Army Medical Research Institute of
Infectious Diseases, Ft. Detrick, Frederick,
Maryland 21701.

DEPARTME T OF iEALTH. EDUCATION. AND
WELFARE

Lowell T. Harmison; PhI.D., Science Adviser,
Officer of Health Policy. Research. and
Statistics, OASH. Parklawn Building.
Room 17A-55, Rockville, Maryland 20857.

CENTER FOR DISEAtSE CONTROL

John H. Richardson. D.V.M. Director,
Office ,of Blosafety, Center for DLease
Control. Atlanta. Georgia 30333.

Anthony Robbins. M.D.. Director, National
Institute for Occupatlonal Safety and
Health. Parklawn Building. Room 8-05,
Rockville, Maryland 20857.

FOOD AND DRUG ADr ISTRATION

Robert L. Elder. Sc. D., Deputy Associate
Commissioner for Science. Food and Drug
Administration. Parklasn Building. Room
14-57, Rockville. Maryland 20857.

Rosa M. Gryder. Ph. D. (AL), Staff Science
Adviser, Office of Science. Food and Drug
Administration, Parklawn Building. Room
7-83. Rockville. Maryland 20857.

John C. Petricciani. M.D. Deputy Director;
Division of Pathology. Bureau of Blol-
gics. FDA. NIH Building 29. Room 514.
Bethesda, Maryland 20014.

DEPARTME'T OF ENERGY

James L. Liverman. Ph. D. Deputy Assist-
ant Secretary for Environment. Depart-
ment of Energy, Washington. D.C. 20545.

Charles E. Carter. M.D. (Alt). Managet.
Biomedical Programs, Office of Health
and Environmental Research. Department
of Energy, Washington. D.C. 20545.

Walter H. Weyzen, M.D. (At. Manager..
Human Health Studies Programs, Office
of Health and Environmental Research.
Department of Energy. Washington. D.C.
20545.

DEPARTLI. 'T OF INTERIOR

Mariano Pimentel, M.D., Medical Director.
Department of Interior. 18th and C
Streets, NW.. Room 7045. Washington.
D.C. 20240.

DEPARTMENT OF JUSTICE

Mr. Anthony Liotta. Deputy Assistant At-
torney General. Land and Natural Re-
sources Division. Department of Justice.
Washington. D.C. 20530.

DEPARTMEN'T OF LAOR

Eula Bingham, Ph. D., Assistant Secretary
for Occupational Safety and Health. De-
partment of Labor, W-shbfigton. D.C.
20210.

DEPARTbMNT OF STATE

Mr. William J. Walsh I. Biomedical Re-
search Liaison and Health'Affalrs Officer.
Bureau of Oceans and International Envl-
ronmental and Scientific Affairs. Depart-
ment of State. Washington. D.C. 20520.

DEPARTMENT OF TRA SPORTATIOr

Mr. Douglas A. Crockett. Department of
Transportation.- Trans Point Building.
Room 6405. 2100 Second Street SW.
Washington. D.C. 20590.

ENVIRONMENTAL PROTECTION AGENCY

Thomas A. Murphy. Ph. D., Acting Deputy
Assistant Administrator for Health and
Ecological Effects, Environmental Protec-
tion Agency, 401 M Stret SW.. Washing-
ton. D.C. 20460.

EXECUTIVE OFFICE OF TILE PRESIDENT

Gilbert S. Omenn. JMD.. Ph. D.. Assistant
Director for Human Resources, Office of
Science and Technology Policy, Old Ex-

ecutive Office Building. Room 360. Wash-
Ington. D.C. 20500.

Mrs. Carroll L. Bastian Senior Staff
Member for Environmental Health and
Toxic Substances. Council on Environ-
mental Quality. 722 Jackson Place. NW_
Washington. D.C. 20006.

NATIONAL AERONAUTICS AND SPACE

ADMINISTRATION

David L. Winter. M.D. Director for Life Sci-
ences. National Aeronautics and Space Ad-
min tration. 400 Maryland AvenueSW.
Room 5111, Washington. D.C.- 20546.

NATIONAL SCIENCE FOUNDATION

Herman W. Lewis. Ph. D. Section Head of
Cellular Blotogy. Division of Physiology.
Cellular, and Molecular Biology. National
Science Foundation, Washington. D.C.
20550.

Philip D. Harriman, Ph. D. Program Direc-
tor of Genetic Biology, National Science
Foundation. Washington, D.C 20550.

NUCLEAR REGULATORY CoMMISSION

Mr. Frank Swanberg. Jr. Chief. Health. and
Environmental Research Branch. Nuclear
Regulatory Commission. Washington.
D.C. 20555.

U.S. ARMS CONTROL AND DISARMAMENT AGENCY

Robert Mikulak. Ph. D, Physical Science
Officer, Multilateral Affairs/Advanced
Technology. U.S. Arms Control and Disar-
manent Agency. Washington. D.C. 20451.

VLTERANS' ADMINISTMATIOI

Jane S. Schultz, Ph- D_ Chief. Program
Review Division. Veterans' Administration
Central Office, 810 Vermont Avenue. NW.
Room 755. Washington. D.C. 20420.

CHAIRMAN OF THE COXnfITTEE

Donald S. Fredrickson. M.D. Director. Na-
tional Institutes of Health. Bethesda,
Marylahd 20014.

EXECUTIVE SECRETARY OF THE COMUTTrTI

Joseph G. Perpich. MD_. J.D Associate Di-
rector for Programf Planning and Evalua-
tion. National Institues of Health, Bethes-
da. Maryland 20014.

APEmIx H

EXCMG OF LETTERS BETWEIN SENATORS A1ND
SECRETARY CALIFANO

ELetter to Senator Kennedy attached;
similar letters were sent to the fire other

Senator]

UNITED STATES SENA=E
Washington, D.C. .une 1. 1979

Hon. JosEzn A. CALIFANo, JL,
Secretary of Health, Education and Welfare,

Department of Health, Education and
Welfare, Washington, D.C 20201.

DRAR MEL SzcET=ARY: Since 1976 four com-
nittee: of the House and Senate have held
nine series of hearings to consider the issues
relating to recombinant DNA research.
These extended and thorough inquiries
have shown that, with respect to the re-
search they support and conduct, the Na-
tional Institutes of Health have taken a
properly cautious approach by prohibiting
certain presumably hazardous experiments,
requiring certification of the safety of host-
vector systems, prescribing physical and bio-
logical containment measures for the con-
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duct of permissible experiments, and provid-
ing for changes in these restrictions as fur-
ther scientific evidence resolves the uncer-
tainties about the health and environmental
effects* of using recombinant DNA tech-
Piques.

Evidence accumulated in the past year,
rather than revealing any hazards associat-
ed with these experiments, points to a high
*level of safety in the use of the predominant
host organism, the K-12 strain of E. coli.
The NIH Recombinant DNA Molecule Pro-
gram Advisory Committee has recommend-
ed changes In the Institute's research guide-
lines to reflect this evidence, and these rec-
ommendations are being considered by Di-
rector Fredrickson. Other hosts and vectors
have received less scrutiny, and uncertainty
remains about risks that may be associated
with future applications of the technology.
These uncertainties justify continuing to re-
quire certain precautions in recombinant
DNA work.

However, the-hearings have also under-
scored the 'need to correct deficiencies in
the present system of regulation. Privately
supported research activities are not subject
to monitoring by NIH nor to sanctions for
failure to comply with the guidelines. Appli-
cation of the NIH standards by other Feder-
al agencies is voluntary. As Director Fre-
drickson has stated on several occasions, it
Is doubtful this enforcement by the princi-
pal Federal sponsor of recombinant DNA re-
search-NIH-is appropriate. Procedures for
revising the standards and exempting cer-
tain experiments should be clarified. It is
Important, to ensure the accountability of
institutions and investigators, particularly if
they are to assume greater responsibility for
monitoring compliance. The Federal Gov-
ernment should anticipate comnercial ap-
plications of recombinant DNA techniques
and the concerns they are likely to raise.

In view of these developments and in view
of the heavy legislative schedule of the
Senate and the Human Rdsources Commit-
tee, we are writing to Inquire whether the
deficiencies in the present regulatory
system can be remedied through executive
action In the event fiilal agreement on legis-
lation Is not possible. Specifically, it wofild
seem possible to shift monitoring and en-
forcemerit responsibilities from NIH to a
more appropriate agency within the Depart-
ment of Health, Education, and Welfare. It
would also seem possible to remedy the
problems of accountability aid of coverage
in the process of revising the recombinant
DNA guidelines. On the basis of the survey
of existing statutory, authorities conducted
by the 'Committee on Comnmerce, Science
and Transportation, there seems to be ade-
quate authority to regulate the commercial
application of products developed through
recombinant DNA technology. There is,
however, need for more effective coordina-
tion among Federal agencies In the Imple-
mentation of these authorities.

In/this regard, you expressed to Senator
Stevenson In your letter of February 27,
1978, that the Food and Drug Administra-
tion "" * could, under existing authority,
reqiuire any firm seeking approval of a prod-
uct which may be the end product of recom-
binant DNA research -to -certify to the
Agency that it has complied with the NIH
guidelines on recombinant 'DNA." You
noted also that FDA has authority to in-
spect firms making sich certification to
assure compliance with the NIH guidelines.
This statement is important because most,

if not all, recombinant DNA research by the
private sector is being conducted by phar-
maceutical companies with the objective of
developing products that 'would be marketed
in accordance with FDA -regulations. A deci-
sion by the Administration to use this exist-
ing authority would bring the large major-
ity of privately funded recombinant DNA
research activities under the NIH guide-
lines. Is the Administration prepared to "use
the authority cited- in your February 27th
letter?

Finally, it has been suggested that section
361 of the Public Health Service Act pro-
vides sufficient authority to promulgate reg-
ulations covering recombinant DNA re-
search conducted by the private sector with
non-Federal funds. Although you have ex- -
pressed the view that specific legislative au-
thority Is preferable to using the authority
of section 361, we are raising the Issue again
for three reasons: (1) The need for new leg-
islation is less clear than it was one year ago
when the'initial bills were introduced, (2)
the existing regulatory deficiencies relating
to-Federally-supported research can be re-
medied by executive action, and (3) the
heavy legislative schedule may preclude
action in this session of Congress. In view of
these developments, it seems prudent to ex-
plore the willingness of' the Executive
Branch to use the authority of section 361
to cover privately-funded recombinant DNA

- 'research. In addition, we request. that you
solicit a legal opinion from the Department
of Justice as to the use of section 361 In this
manner.

There is an additional factor to consider.
In the past, Congress has been reluctant to
extend statutory control over a specific field
of scientific investigation unles such au-
thority was absolutely necessary to protect
the public's health and safety. In view of
the scientific evidence accumulated during
the past year. it is not possible to reach this
conclusion in the ease of recombinant DNA
research. If the deficiencies discussed aboVe
could be corrected through executive
action-by use of existing powers of FDA
and/or the authority of section 361-there
would be no reason to legislate new statuto-
ry controls.

In the event these executive actions were
implemented, we would recommend that an
appropriate group of experts and lay per-
sons, such as the advisory co'mmittee to the
NIH Director, continue to monitor the sci-
entific evidence relating to the hypothetical
-risks of recombinant DNA research. If evi-
dence indicatifig actual risks were to be de-
veloped, Congress could once again consider
the need for legislation.

Since we are presently considering the leg-
islative agenda for the balance of this ses-
sion, we would appreciate your prompt re-
sponse to this inquiry.

Sincerely,

EDWARD M. KENNEDY,
Chairman, Subcommittee on

Health and Scientific
Research.

- ' " JACOB K. JAVITS,
,-Ranking Minority Member,

Committee on Human Resbuides.

GAYLORD NELSONl,
Menber,

Committee on Human Resources,

ADLAI E. STEVENSON,
Chairman, Subcommittee ot

Science,
Technology and Space,

HARRISON A. WILLIAMS, JR,.
Chairman,

Committee on Human ResourCes.

RICHARD S. SCHWEIKER,
Ranking Minority Member, Sub-

committee on Health and Sci-
entific Research.

TuE SECRETARY OF HEALTH.
EDUCATION, AND WELFAIRI

Washington, D.C. September 12, 1978.
Hon. EDWARD'M. KENNEDY,
Chairman, Subcommittee on lealth and

Scientific Research, Committee on
Human Resources, United States Senate,
Washington, D.C. 20510

DFrt TED: Thank you for your letter In
which you have raised a number of thought.
ful questions concerning the need for legis.
lation to regulate recombinant DNA re-
search.

As you state in your letter, new scientific
information, particularly on the safety of E,
colt K-12 (the principal organism used In
these experiments), indicates that extensive
regulation In this research area may be tin-
warranted. Indeed, there Is additional evi.
dence that many recombinant DNA manlpu-
lations In the laboratory may be similar to
events that occur In nature.

In view of these scientific developments,
you raise the question as to whether hgisla-'
tion Is necessary or whether existing statti.
tory authority would be sufficient for pur.
poses of regulation. You cite specifically the
regulatory authority of the FDA and of the
Public Health Service Act (Section 361).

The Department does not intend to
Invoke existing statutory authorities to reg.
ulate DNA activities at this time. If an
emergency were to occur before passage of
legislation, th& Department could reconsid,
er this position in order to take action on an
interim basis. But, we continue to support
legislation If it embodies the moderate ap
proach' of H.R. 11192. The virtue of such
legislation Is that It may include a number
of specific provisions that permit useful
flexibility In , implementing regulations,
Such provisions Include:

* the promotion of uniform national
standards,

* clear authority for the Secretary In re-
lationship to other Federal laws,

* avoidance of normal administrative pro.
cedures for Initial application of NIH Guide.
lines and waiver of the Administrative Pro.
cedures Act (APA) for Issuance of adminis.
trative regulations, and authority for the
Secretary to waive regulatory requirements
for activities that pose no significant risk to
health or the environment.

In recommending legislation, the Federal
Interagency Committee on Recombinant
DNA Research reviewed all existing statuto.
ry authority and found that none could pro-
vide for comprehensive regulation of these
activities. The -Interagency Committee
noted that under Section 361 "there would
presumably have to be a reasonable basis
for concluding that the products of all re.
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combinant DNA research cause or may
cause human disease. Such a conclusion
would-undoubtedly be tenuous at best, and
it is unlikely that resulting requirements
could be effectively imposed and enforced."

Your letter suggested that we seek a legal
opinion from the Department of Justice on
the use of Section 361. Justice is represent-
ed in the Interagency Committee and has
participated in the review and recommenda-
tions concerning existing statutory authori-
ties, including Section 361.

The authorities of the Food and Drug Ad-
ministration (FDA) were reviewed by the
Committee; but inasmuch as .recombinant
DNA research has not yet reached the stage
where it has yielded products to be regulat-
ed by FDA, it was agreed that FDA prob-
ably does not have authority to impose re-
quirements on such research at present.

On July 28. the Department published
proposed revisions to the Guidelines on re-
combinant DNA research for 60 days of
comment. In addition. I have asked General
Counsel Peter Libassi to serve as Chairman
and Dr. Donald Fredrickson as Vice Chair-
man of a September 15 public hearing on
these proposed revisions: Analysis of written
and oral comments -will proceed as quickly
as possible, with final issuance of the re-
vised Guidelines expected before the first of
December. - :

A number of' proposed changes in the
Guidelines would 'permit, on a voluntary

basis, registration of activities and NIH cer-
tification of new host-vector systems from
the private sector. Protection would be pro-
vided for proprietary an patent information
for these private sector activities. Registra-
tion of recombinant DNA projects, Irrespec-
tive of source of funding, would be required
of institutions receiving NIH support for re-
combinant DNA research. By these means. a
national registry of all Federal and private
sector activities may evolve.

The Interagency Committee has been an
Invaluable forum for developing coherent
and coordinated policies through the repre-
sentation of all the relevant research and
regulatory agencies, and has served to
ensure a commonality of standards. This
Committee should continue to provide such
oversight for the development of Federal
policies and to ensure inslitutlona compli-
ance with the NIH Guidelines. Other advi-
sory committees, both technical and public.
must continue. The Recombinant DNA Ad-
visory Committee will have a continuing
role, and as you suggest In your letter, the
public Advisory Committee to* the Director.
NIH. should continue to consider recom-
mendations from the technical group.

-The NIH and the Center for Disease Con-
trol (CDC) will continue to work closely as
they have done over the past 18 months
concerning safety aspects of the Guidelines.
For example, NIH. In conjunction with
CDC. has been developing mechanisms for
assistink institutions In managing possible

60105

laboratory emergencies and for providing
direct assistance when appropriate. Indeed.
NIH and CDC are collaborating In a revision
of the CDC Classification of Etiologic
Agents on the Basis of Hazards-a classifica-
tion that underpins some of the safety re-
quirements of the Guidelines. Also, these
agencies are reviewing packaging and ship-
ping requirpments relavant to recombinant
DNA activities.

Close cooperation and consultation with
the Food and Drug Administration and the
Environmental Protection Agency will also
be essential, since the regulatory authority
of these agencies will come into play when
recombinant DNA research inventions are
ready for commercial development. The Oc-
cupational Safety andl'ealth Administra-
tion will exercise Its regulatory authority in
the workplace.

We are pleased with the progress made in
the absence of legislation and believe that
invocation of existing authorities, however
appropriate, would not contribute material-
ly to our objectives. Only passage of legisla-
tion embodying the features cited here
would, in our opinion. justify the ch.nge
from a voluntary to a regulatory approach-
Should the Senate choose to act. I would
strongly urge adoption of an approach simi-
lar to HR. 11192.

Sincerely.
JosEPH A. CAur No. Jr.

tFR Doe. 718-35532 Filed 12-21-78:8:45 am]
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I. SCOPE OF THE GuIDELINES

L-A. Purpose. The purpose of these.
Guidelines is to specify practices for
constructing and handling (i) recom-
binant DNA molecules and (ii) organ-
isms and-Viruses: containing recombin-
ant DNA molecules.
.-B. Definition of Recombinant DNA

Molecules. In the context of these
L Guidelines, recombinfant DNA mole-

cules are defined as either (i) mole- -
- cules which are constructed outside,

living cells by joining natural or syn-
thetic DNA segnents to DNA mole-
cules that can replicate in a living cell.
or ii) DNA molecules that result from

the replication of those described In (1)
above.

r-C. General Applicability, See Sec-
tion IV-B.

I-D. Prohibitions. The following ex-
periments are not to be Initiated at
the present time:

Il-D-1. Formation of recombinant
DNAs derived from the pathogenic or-
ganisms classified[I] as Class 3, 4, or
5E2] or from cells known [2A) to be in-
fectecL with such agents, regardless of
the host-vector system used.

r-D-2. Deliberate formation of re-
combinant DNAs containing genes for
the biosynthesis of toxins potent for
vertebrates 2AI (e.g., botuinum or
diphtheria toxins; venoms from In-
sects;, snakes, etc.).

I-D-3. Deliberate creation by the use
of recombinant DNA of a plant patho-
gen. with increased virulence and host
range beyond that which occurs by
natural genetic exchange. [2A]

r-D-4, Deliberate release into the en-
vironment of any organism containing
recombinant DNA.

L-D-5. Deliberate transfer of a drug
resistence trait to microorgansims that
arez not known to acquire It naturally,
if such acquisition could compromise
the. use of a drug to control disease
agents in human or veterinary medi-
cmie or agriculture. [2AI

1-D-6. Large-scale experiments (e.g.,
more than 10 liters of culture) with or-
ganisms containing recombinant
DNAs, unless the recombinant DNAs
are rigorously characterized and the
absence of harmful sequences estab-
lished (3]. (See Section IV-E-1-b-(3)-
CdY)J

We differentiate between small. and
large-scle experiments with organ-
isms containing recombinant DNAs be-
cause the probability of escape from
containment barribrs normally In-
creases with increasing scale.

Experiments in these categories may
be excepted[4 from the -prohibitions
(and will at that time be assigned ap-
propriate levels of physical and bio-
logical containment) provided that
these experiments are expressly ap-
proved by the Director, Ni-I1, with
advice of the Recombinant DNA Advi-
sory Committee after appropriate
notice and opportunity for public com-
ment. (Section IV-E-1-b-(1)-(e).)
-I-E. Exemptions. It must be empha-

sized that the following exemptions[4J
are not meant to apply to experiments
described in the Section I-D-1 to I-D-
5 as. being prohibited.

The following recombinant DNA
molecules are exempt from these
Guidelines, and no registration with
NIH is necessary:

I:-E-1. Those that are not In organ-
ismsor viruses.[5J

I-E-2. Those that consist entirely or
DNA segments from a single nonchro-
mosomal or viral DNA source, thougl
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one or more of the segments may be a
synthetic equivalent.

I-E-3. Those that consist entirely of
DNA from a. prokaryotic host, includ-
ing its indigenous plasmids or viruses,
when propagated only in that host (or
closely related strain of the same spe-
cies) or when transferred to another
host by'well-established physiological
means; also those- that consist entirely
-of DNA from a eukaryotic host, in-
cluding its chloroplasts, mitochondria,
or plasmids (but excluding viruses),
when propagated only in that host (or
a closely related strain of the same
species).-

I-E-4. Certain specified recombinant
DNA molecules that consist entirely of
DNA segments from different species
that exchange DNA by known physio-
logical processes, though one or more
of the segments may be a synthetic
equivalent. A list of such exchangers
will be prepared and, periodically re-
vised by the Director, NIH, with
advice of the Recombinant DNA, Advi-
sory Committee, after appropriate
notice and opportunity for public com-
ment. (See Section IV-E--b-(l)-(d).).
Certain classes are exempt as of publi-
cation of these Revised Guidelines.
The list is in Appendix A. An updated
list may be obtained from the Office
of Recombinant DNA Activities, Na-
tional Institutes of Health, Bethesda,
Maryland 20014.

I-E-5. Other classes of recombinant
DNA molecules, if the Director, 'NIH,
with advice of the Recombinant DNA
Advisory Committee, after appropriate
notice and opportunity for public com-
ment, finds that they do not present a
significant risk to health or the envi-
ronment. (See Section IV-E-l-b-(l)-
(d).)

I-F. General Definitions. See Sec-
tion IV-C.

- IL CoNrAnus uT

Effective biological safety programs
have been operativein a variety of lab-
oratories for many years. Considerable
information therefore already exists
for the design of physical containment
facilities and the selection of labora-
tory.procedures applicable to organ-
isms carrying recombinant DNAs. [6-
19] The existing programs rely upon
mechanisms that, for convenience, can
be divided into two categories: (I) A set
of standard practices that, are general-
ly used in. microbiological laboratories,,
and (ii) special procedures, equipment,-
and laboratory- installations that pro-
vide physical barriers which are ap-
plied in varying degrees according to
the estimated biohazard.

Experiments on recombinant DNAs,
by their very nature, lend themselves,
to a. third containment mechanism-
namely, the application of highly spe-
cific biological barriers. In fact, natu-
ral barriers do exist which limit either

(I) the infectivity of a vector, or vehi-
cle, (plasmid or virus) for specific
hosts or (iI) its dissemination and sur-
vival in the environment. The vectors
that provide the means for replication
of the recombinant DNAs and/or the
host cells in which they replicate can
-be genetically designed to decrease by
many orders of magnitude the prob-
ability of dissemination of recombin-
ant DNAs outside the laboratory.

As these three means of contain-
ment are complementary, different
levels of containment appropriate for
experlments with different recombin-
ants can be established by applying
.various combinations of the- physical
and biological barriers along with a
constant use of the standard practices.
W& consider these categories of con-

- tainment separately here in order that
such combinations can be conveniently
expressed in the Guidelines.

In constructing these Guidelines, it
was necessary to define boundary con-
ditions for the different levels of phys-
ical and biological containment and
for the classes of experiments to
which they apply. We recognize that
these definitions do not take into ac-
count all existing and anticipated in-
formation on special procedures that
will allow particular experiments to be
carried out under different conditions
than indicated here without affecting
risk. Indeed, we urge that individual
investigators devise simple and more
effective containment procedures and
that investigators and Institutional
biosafety committees recommend
changes in the Guidelines to permit
their use.,

II-A. Standard Practices and Train-
ing. The first principle of containment
is a strict adherence to good microbio-
logical practices. E6-15] Consequently,
all personnel directly or indirectly in-
volved in experiments on recombinant
DNAs must receive adequate instruc-
tion. (see Sections IV-D-1-g, IV-D-5-d
and IV-D-8-b.). This shall as a mini-
mum include instructions in aseptic
techniques and In the biology of the
organisms used in the experiments, so
that the potential biohazards can be
understood and appreciated.

Any research group working with
agents with a known or potential blo-
hazard shall have an emergency plan
which describes the procedures to be
followed if an accident contaminates
personnel or the environment. The
principal investigator must ensure
that everyone in the laboratory is fa-
miliar with both the potential hazards
of the work and the emergency plan.

.(See Sections IV-D-5-e and IV-D-3-d.)
If a research group is working with a
known pathogen where there is an. ef-
fective vaccine It should be made avail-
able to all workers. Where serological,
monitoring is clearly appropriate It

shall be provided. (See Sectiops IV-D-
1-h and IV-D-8-c.)

Il-B. Physical Containment Levels.
The objective of physical containment
Is to confine organisms containing re-
combinant DNA molecules, and thus
to reduce the potential for exposure of
the laboratory worker, persons outside
of the laboratory, and the environ-
ment to organisms containing recom-
binant DNA molecules. Physical con-
tainment, is achieved through the use
of laboratory practices, containment
equipment, and special, laboratory
design. Emphasis is placed on primary
means of physical containment which
are provided by laboratory practices-
and containment equipment. Special
laboratory design provides a secondary
means of protection against the acci-
dental release of organisms outside
the laboratory or to the environment.
Special laboratory design is used pri-
marily in facilities in which experi-
ments of moderate to- high potential
hazard are performed.

Combinations of laboratory prac-
tices, containment equipment, and spe-
cial laboratory design can be made to
achieve different levels of physical
containment. Four levels of physical
containment, which are designated as
P1, P2, P3, and P4, are described. It
should be emphasized that the de-
scriptions and assignments of physical
containment detailed below are based
on existing approaches to containment
of pathogenic organisms. For example,
the "Classification of Etiologic Agents
on the Basis of Hazard," [7] prepared
by the Center for Disease Control, de-
scribes four general levels which
roughly correspond to our descriptions
for P1, P2, P3, and P4; and the Nation-
al Cancer Institute describes three
levels for research on oncogenic vir-
uses which roughly correspond to our
P2, P3, and P4 levels. [8]

It is recognized that several differ-
ent combinations of laboratory prac-
tices, containment equipment, and spe-
cial laboratory design may be appro-
priate for containment of specific re-
search activities. The Guidelines,
therefore, allow alternative selections
of primary containment equipment
within facilities that have been de-
signed to provide P3 and P4 levels of
physical containment. The selection of
alternative methods of primary con-
tainment Is dependent, however, on
the level of biological containment
provided by the host-vector system
used in the experiment Consideration
will also be given, by the Director,
NIH, with the advice of the Recombin-
ant DNA Advisory Committee to other
combinations which achieve an equiva-
lent level of containment. (See Section
IV-E-l-b-(2)-(b).) Additional material
on physical containment for plant
host-vector systems is found in Sec-
tions M-C-3 and In-C-4.
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II-B-I. P1 Level.
II-B-l-a. Laboratory Practices.
II-B-1-a-(1). Laboratory doors shall

be kept 'closed while experiments are
In progress.

II-B-1-a-(2). Work surfaces shall be
decontaminated daily, and immediate-
ly following spills of organisms con-
taining recombinarit DNA molecules.

II-B-i-a-(3). All biological wastes
shall be decontaminatedbefore dispos-
al. Other contaminated materials,
such as glassware, animal cages, and
laboratory equipment, shall be decon-
taminated before washing, reuse, or
disposal.II-B-1-a-(4). Mechanicitl- pipetting

devices' shall be used; pipetting by -
mouth is. prohibited.

II-B-i-a-(5). Eating, drinking, smok-
ing, and storage of foods are not per-
mitted In the laboratory area in which
recombinant DNA materials are han-
dled.

II-B-1-a-(6). Persons shall wash
their hands after handling organisms
containing recombinant DNA mole-
cules and when they leave the labora-
tory.

II-B-i-a-(7). Care shall be taken in
the conduct of all procedures to mini-
mize the creation of aerosols.

II-B-1-a-(8). Contaminated materi-
als that are to be decontaminated at a
site' av~ay from the laboratory shall'be
placed in a durable leak-proof contain-
er, which is closed before removal
from the laboratory.

II-B-l-a-(9). An' insect an rodent
control program shall be instituted.

II-B--a-(10). ,The use of laboratory
gowfis, coats, or uniforms is discretion-
ary with the laboratory supervisor. -

II-B-i-a-(ll). Use of the hypoder-
mic needle and syringe shall be avoid:
ed when alternative methods are avail-
able.

II-B-1-a-(12). The laboratory shall
be kept neat and clean.

II-B-i-b. Containment Equipment
Special'containment equipment is not-
required at the P1 level.

II-B-I-c. Special Laboratory Design.
Special laboratory design is not re-
quired at the P1 level.

II-B-2. P2 Level.
II-B-2-a. Laboratory Practices.
II-B-2-a-(1). Laboratory doors shall

be kept closed while experiments are
in progress.

II-B-2-a-(2). Work surfaces shall be
decontaminated daily, and immediate-
ly following spills of organisms con-
taining recombitant DNA molecules.

II-B-2-a-(3). All laboratory wastes
shall be steam-sterilized (autoclaved)
before disposal. Other contaminated
materials such as glassware, 'animal
cages, laboratory equipment, and ra-
dioactive wastes shall be decontami-
nated by a means demonstrated to be
effective before washing, reuse, or dis-
posal.

NOTICES

II-B-2-ak-(4). Mechanical pipetting
devices shall be used; "pipetting' by
mouth is prohibited.

II-B-2-a-(5). Eating, drinking, smok-
ing, and storage of* food .are not per-
mitted in the laboratory area in which
recombinant DNA materials are han-
dled.

II-B-2-a-(6). Persons shall wash
their hands after handling organisms
containing recombinant DNA- mole-
cules and when they leave the labora-
tory.-

I-B-2-a-(7). Care shall be exercised
to minimize the creation of aerosols.
For example, manipulations such as
inserting- a hot inoculating loop or
needle into a culture, flaming an in-
oculation loop or needle so that it
splatters,, and forceful ejection of
fluids from pipettes or syringes shall
be avoided.

II-B-2-a-(8). Contaminated materi-
als that are to be steam sterilized (au-
toclaved) or decontaminated at a-.site
away -from the laboratory shall be
placed in a durable leak-proof contain-
er, 'which is -iosed before removal
from the laboratory.

II-B-2-a-(9). Only persons who have
been advised of the -nature of the re-
search being conducted shall enter the
laboratory.

II-B-2-a-(10). The universal bioha-
zard sign shall be posted on all labora'
tory access doors when experiments
requiring P2 containment are in prog-
ress. Freezers and refrigerators or
other units used to store organisms
containing recombinant DNA -mole-
cules shall also be posted with the uni-
versal biohazard sign.

II-B-2-a-(Ul). An insect and rodent
control program shall be instituted.

JI-B-2-a-(12). The use of laboratory
gowns, coats, or uniforms is required.
Laboratory clothing shall not be worn
to the lunch room or outside of the
building in which the laboratory is lo-
cated.

II-B-2-a-(13). Animals not related to
the experiment shall not be permitted
in the laboratory.

II-B-2-a-(14). Use of the hypoder-
mic needle and syringe shall be avoid-
"ed when alternative methods are avail-
able.

II-B-2-a-(15). The labotatory shall
be kept neat and clean. •

II-B-2-a-(16). Experiments of lesser
biohazard potential can be carried out
concuFrently in carefully demarcated
areas of the same laboratory.

II-B-2-b. Containment Equipment.
Biological safety cabinets[20] shall be
used to contain aerosol-producing
equipment, such as blenders, lyophi-
lizers, sonicators, and '-centrifuges,
when used-to process organisms con-
taining recombinant-DNA molecules,
except where equipment design pro-
vides for containment of the potentialaerosol. For example, a centrifuge may

be operated in the open if a scaled
head or safety centrifuge cups are
used.

II-B-2-c. Special Laboratory Design.
An autoclave for sterilization of wastes
and contaminated materials shall be
available in the same building In
which organisms containing" recombin-
ant DNA molecules are used.

II-B-3. P3 Level.
II-B-3-a, Laboratory Practices.
II-B-3-a-(1). Laboratory doors shall

be kept closed while experiments are
in progress.

II-B-3-a-(2). Work surfaces shall be
decontaminated following the comple-
tion of the experimental activity, and'
immediately following spills of organ-
isms contining recombinant DNA mol-
ecules.

II-B-3-a-(3). All laboratory wastes
shall be steam-sterilized (autoclaved)
before disposal, Other contaminated
materials, such as glassware, animal
cages, laboratory equipment, and ra-
dioactive wastes, shall be decontami-
nated by a method demonstrated to be
effective before washing, reuse, or dis.
posal.

II-B-3-a-(4). Mechanical pipetting
devices shall be used: pipetting by
mouth is prohibited.

Ir-B-3-a-(5. Eating, drinking, smok-,
ing, and storage of food are not per-
mitted in the laboratory area In which
recombinant DNA materials are han-
dled.

II-B-3-a-(6). Persons shall wash
their hands after handling organisms
containing recombinant DNA mole-
cules and when they leave the labora-
tory.

II-B-3-a-(7). Care shall be exercised
to minimize the creation of aerosols.
For example, manipulations such as
inserting a hot inoculating loop or
needle into a culture, flaming afh in.
oculation loop or needle so that it
splatters, and forceful ejection of
fiflids from pipettes or syringes shall
be avoided.

II-B-3-a-(8). Contaminated materi-
als that are to be steam-sterilized (au-
toclaved) or decontaminated at a site
,away -from the laboratory shall be
placed in a durable leak-proof contain-
er, which is closed before removal
from the laboratory.

II-B-3-a-(9). Entry Into the labora
tory shall be through a controlled
access area. Only persons who have
been advised of the nature of the re-
search being conducted shall enter the
controlled access area. Only persons
required on the basis of program or
support needs shall be authorized to
enter the laboratory. Such persons
shall be advised of the nature of the
research being conducted before entry,
and shall comply with .all required
entry and exit procedures.
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II-B-3-a-(10). Persons under 16
years of age shall not enter the labora-
tory.

,I-B-3-a-(l1). Theouniversal bioha-
zard sign shall be posted on the con-
trolled access area door and on all lab-
oratory doors when experiments re-
quiring P3-1evel containment are in
progress Freezers and refrigerators or'
other units used to store organisms'
containing recombinant DNA mole-
cules shall also be posted with the uni-
versal biohazard sign.

II-B-3-a-(12). An insect and rodent
control progranmshall be instituted.

II-B-3-a-(13). laboratory clothing
that protects street clothing- (e.g.,,
long-sleeve solid-front or wrap-around
gowns, no-button or slipover jackets),
shall be worn in the laboratory. Front-
button laboratory coats are unsuit-
able. Laboratory clothing shall not be
worn outside the laboratory and shall:
be decontaminated. before it is sent to
the laundry.

II-B-3-a-(14). Raincoats, overcoats,
topcoats, coats, hats, caps, and such
street outer-wear-shall not be kept in.
the laboratory.

II-B-3-a-(15). Groves shall be worn
when handling materials requiring P3
containment. They shall be removed
aseptically immediately after the han-
dling procedure and decontaminated.'

II-B-3-a-(16). Animals and plants
not related to the experiment shall
-not be permitted in the laboratory.

II-B-3-a-(17). Vacuum outlets shall
be protected by filter and liquid disin-
fectant traps.

II-'B-3-a-(18). Use of hypodermic
needle and syringe shall be avoided
when alternative methods are availa-
ble.

Ir-B-3-a-(1g). The laboratory shall
be kept neat and clean.

II-B-3-a-(20). If experiments involv-
ing other organisms which require
lower levels of contaim~ent are to be
conducted in the same laboratory con-
currently with, experiments requiring
P3-level physical containment, they
shall be conducted in accordance with
all P3-level laboratory practices.

II-B-3-b. Containment Equipment
II-B-3-b-(1). Biological safety cabi-

nets [20] shall be used for all equip!-
ment and, manipulations that produce
aerosols-e.g., pipetting, dilutions,
transfer operations, plating, flaming,
grinding, blending, drying, sonlcating,
shaking, centrifuging-where these
procedures involve organisms contain-
ing recombinant DNA molecules,
except where equipment design pro-
vides for containment of the potential
aerosol.

1T-B-3-b-(2): laboratory animal
held in a P3 area, shall be housed In

partial-containment caging systems,
such as Horsfal units [19A], open
cages placed in ventilated enclosures,
solid-wall and -bottom cages covered
by filter bonnets, or solid-wall and -
bottom cages placed on holding racks
equipped with ultraviolt radiation
lamps and reflectors. (Note- Conven-
tional caging systems may be used,
provided that all personnel wear ap-
propriate personal protective devices.
These shall include, at a minimum,
wrap-around gowns, head covers,
gloves, shoe covers, and respirators.
All personnel shall shower on exit
from areas where these devices are re-
quired.)

II-B-3-b-(3. Alternative Selection of
Containment Equipment Experimen-
tal procedures involving a host-vector
system that provides a one-step higher
level of biological containment than
that specified in Part M can be con-
ducted in the P3 laboratory usine con-
tainment equipment specified for the
P2 level of physical containment. Ex-
perimental procedures involving a
host-vector system that provides a
one-step lower level of biological con-
tainment than that specified in Part
III can be conducted in the P3 labora-
tory using containment equipment
specified for the P4 level of physical
containment. Alternative combina-
tions of containment safeguards are
shown in Table L

TABLE I.-Combfnations of Containment Safeguards

classification of experiment Alternate combinations of physical and biological containment
according to Guidelines

Physical Containment
Plysical Biological- Laboratory laboratory Containment Bioloaical

containment containment, design specified, practices equipment containment
for specified for. specified for.

P3 HV3 P3 P3 P3 ,. HV3
P3 HV3. P3 P31 P4 HV2
P3 HV2 P3 PT P3 HV2
P3 HV2 P3 P3 P2 HV3
P31 HV2 P3 P3 P4 HVI
P3 HVI P3 P3 P3 HVI
P3 HVI P3 P3 P2 HV2

*See section II-D fordescription-of biological containment.

]I-B-3.-c-Special, Laboratory Design.
U-B-3-c-1). The laboratory shall be

separated, by a controlled access, area,
from areas that. are. open to unrestrict-
ed traffic flow. A controlled access
area is an. anteroom, a change room,
an air lock or any other double-door
arrangement that separates the. labo-
ratory from areas open to" unrestricted
traffic flow.

I1-B-3-c-(2). The surfaces of walls,
floors, and ceilings shall be readily
cleanable. Penetrationa through these.
surfaces/shall be sealed or capable of
being sealed to facilitate space decon,-
tamination-
AII-B-3-c-(3). A foot-, elbow-, or auto-

matically-operated handwashing facili-
ty shall be provided near each primary
laboratory exit area.

II-B-3-c-(4). Windows in the labora-
tory shall be sealed.

Ir-B-3-c-(5). An autoclave for steril-
ization of wastes and contaminated
materials shall be available in the
same building (and _preferably within
the controlled laboratory area) in
which organisms containing recombin-
ant DNA molecules are used.II-B-3-c-(6). The laboratory shall
have a ventilation, system that is capa-
ble of controlling air movement. The
movement of air shall be from areas or
lower contamination potential to areas
of higher contamination potential (I.e.
from the controlled access area to the
laboratory area). If the ventilation
system provides positive pressure
supply air, the system shall, operate in
a manner that prevents the reversal of'
the direction of air movement or shall
be equipped with an alarm that would
be actuated in. the event that reversal
in the direction o air movement were
to occur. The exhause air from the

laboratory area. shall not be recirculat-
ed to other areas of the building
unless the exhaust air is filtered by
HEPA filters or equivalent. The ex-
haust air from the laboratory area can,
be discharged to the outdoors without
filtration, or other means for effective-
ly reducing an accidental aerosol
burden provided that it can be dis-
persed clear of occupied buildings and
air intakes.

II-B-3-c-F). The treated exhaust-air
from Class I and Class II biological
safety cabinets [20] may be discharged
either to the laboratory or to the out-
doors. The treated exhaust-air from a
class M cabinet shall be discharged di-
rectly to the outdoors. If the treated
exhaust-air from thete cabinets is to
be discharged to the outdoors through
a building exhaust air system, it shall
be connected to this system so as to
avoid any interference with the air
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balance of the cabinet and the build- ture or steam shall-lie steam, sterilized
Ing ventilation system. ' - in the double-door dutoclave of the P4

II-B-4. P4 Level. - ' facility. Other materials which may be
II-B-4-a. Laboratory Practices., damaged by, temperature or 'steam
II-B-4-a-(1). Laboratory doors shall shall be removed from the P4 facility

be kept closdd while experiments are through a pass-through,:fumigation
In progress.,. * chamber. I . I I

II-B-4-a-(2). Work surfaces shall be II-B-4-a-(10). Materials within the
decontaminated following the comple- 'Class:III cabinets shalrbe removed
tion of the experimental activity and from the cabinet system only after
Immediately following-spills of organ-, being steam-sterilized in an attached
isms *containing recombinant DNA double-door autoclave or after being
molecules. . contained in a nonbreakable sealed

II-B-4-a-( 3). All laboratory wastes container, which is then passed
shall be steam-sterilized (autoclaved) through a disinfectant dunk tank or a
before disposal. Other contaminated fumigation chamber.
materials such as glassware, animal II-B-4-a-(l1). Only persons whose
cages, laboratory equipment, and ra- entry into the P4 facility is required to
dioactive wastes shall be decontami- meet program or support needs shall
nated by a method demonstrated to be be authorized to enter. Before enter
effective before washing, reuse, or dis- ing, such persons shall be advised of
posal. the nature of the research. being con-

II-B-4-a-(4). Mechanical pipetting ducted and shall be Instructed as to
devices shall be used; pipetting by the appropriate safeguards to ensure.
mouth Is prohibited. their safety.. They shall comply with

II-B-4-a-(5). Eating, drinking, smok- instructions and- all other required
Ing, and storage of food are not per- procedures.
mitted in the P4 facility., , -IIB-4-a-(12). Persons under 18

II-B-4-a-(6). Persons 'shall wash years of age shall not enter the P4 'fa-
their hands after handling organisms cility.
containing recombinant' DNA mole- . II-B-4-a-(13). Personnel shall enter
cules and when they leave the labora- into and exit from the P4 facility only
tory. ' through the clothing- change and

II-B-4-a-(7). Care shall be exercised shower rooms. Personnel shall shoyer
to minimize the creation of aerosols. at.each egress from the P4 facility. Air
For example, manipulations such as locks shall ,not be used for personnel
inserting a hot inoculating loop or . entry or exit except for.emergencles.
needle into a culture, flaming an in- II-B-4-a-(14). Street clothing shall
oculation loop or needle so that it be removed in the outer side of the
!splatters, and forceful ejection of clothing-change area and kept there.
fluids from pipettes or syringes shall Complete laboratory' clothing, includ-
be avoided. ing undergarments, head cover, shoes,

II-B-4-a-(8). Biological materials to-, and either pants and shirts or jump-
be removed from the P4 facility in a suits, shall be used by all persons who
viable or intact state shall be trans- 'enter the P4 facility.. Upon exit, per-
ferred to a nonbreakable sealed con- sonnel shall store this clothing in lock-
tainer, which is then removed from ers provided for this purpose or dis-
the P4 facility through a pass-through card it into collection hampers before
disinfectant dunk tank or fumigation entering the shower area.
chamber. II-B-4-a-(15). The universal bloha-

II-B-4-a-(9). No materials, except - zard sign is required on the P4 -facility
for biological materials that are to access doors and on all interior doors
remain in a viable or intact state, shall to, individual laboratory rooms where
be removed from the P4 facility unless experiments are conducted. The sign
they have been steam-sterilized (auto- shall als6be posted on freezers, refrig-
claved) or decontaminated by a means erators, or other units used to store'or-
demonstrated to be effective as they. ganisms containing recombinant DNA
pass out of 'the P4 facility. All wastes molecules.
and other materials as well as equip- .'II-B-4-a-(16). An insect, and rodent.
ment not damaged by high- tempera-, control program shall be instituted..

II-B-4-a-(17). Animals and plants
not related to the'-experiment shall
not be permitted In the laboratory In
which the experiment is being. con.
ducted.
'II-B-4-a-(18). Vacuum outlets shall

be protected by filter and liquid disin-
fectant traps.'

II-B-A-a-(19). Use of the hypoder-
mic needle and syringe shall be avoid.
ed when alternate methods ate availa-
ble.

II-B-4-a-(20). The laboratory 'shall
be kept neat and clean.

II-B-4-a-(21). If experiments Involv-
in'g other organisms which require
lower levels of -containment are to be
conducted in the P4 facility concur-
rently with experiments requiring P4-
level containment, they shall be con-
ducted In accordance with all P4-level
laboratory practices specified In this
section.

II-B4-b. Containment Equipment
II-B-4-b-(1). Experimental proce-

dures involving organisms that require
P4-level physical containment shall be
conducted, either In (i) a Class III cabi-
net system or in (ii) Class I or Class II
cabinets that are located in a specially
designed area in which all personnel
are 'required to wear one-piece posi.
tive-pressure Isolation suits,

II-B-4-b-(2). Laboratory animals In- .
volved in experiments requiring P4-
level physical containment shall be
housed either -in cages contained In
'Class III cabinets or In partial-contain-
ment caging systems (such as Horsfall
units r19A], open cages placed in ven-
tilated enclosures, or solid-wall and ,
bottom cages covered by filter bon-
nets, or solid-wall and -bottom cages
placed on holding rack4 equipped with
ultraviolet irradiation lamps and re-
flectors) that are located In a specially
designed area in which all personnel
are required to wear one-piece posi-
tive-pressure suits.

II-B-4-b-(3). Alternative Selection of
Containment Equipment. Experimen-
tal procedures involving a host-vector
system that provides a one-step higher
level of biological containment than
that specified in Part III can be con.
ducted in the P4 facility using contain-
ment equipment requirements speci-
fied for the P3 level of physical con-:
tainment. Alternative combinations of
containment safeguards are shown li
Table II. "

. ' TABLE I.--Combinations of Containment Safeguards

Classification of experiment Alternate combinations of physical and biological containment
'according to Guidelines

Physical containment
Physical ' Biological!' Laboratory' Laboratory Containment Biological

containment containment -'design specified practices equipment containment
for. specified for:. specified for.

,P4 EIV1 P4 P4 P4 HVI
P4 HVI P4 P4 ''PP3 HV2

See Section II-D for description of biological containment.- In ths" case'gloves shall be worn, in addl-

tion to the clothing requirements specified in II-B-4-a-(14). -
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II-B-4-c. Special Laboratory Design.
II-B-4-c-(1). The laboratory shall be

located in a restricted-access facility
whichJs either a separate building or
a clearly demarcated and isolated zone
within a building. Clothing-change
areas and shower rooms shall be pro-
vided for personnel entry and egress.
These rooms shall be arranged so that
personnel leave through the shower
area to the change room. A double-
door ventilated vestibule or ultraviolet
air lock shall be provided for passage
of materials, supplies, and equipment
which are not brought into the P4 fa-
cility through the change room area.

II-B-4-c-(2). Walls, floors, and ceil-
ings of the P4"facility are constructed
to form an internal shell which readily
allows vapor-phase decontamination
and is animal- and insect-proof. All
penetrations through these structures
and surfaces are sealed. (The integrity
of the walls, floors, ceilings, and pene-
tration seals should ensure adequate
containment of a vapor-phase deconta-
minant under static pressure condi-
tions. This requirement does not imply
that these surfaces must be airtight.)

II-B-4c-(3). A foot-, elbow-, or auto-
maticllly-operated handwashing facili-
ty shall be provided near the door
within each laboratory in which ex-
periments involving recombinant DNA
are conducted in-openface biological
safety cabinets.

II-B-4-c-(4). Central vacuum sys-
tems are permitted. The system, if
provided, shall not serve areas outside
the P4 facility. The vacuum system
shall include in-line HEPA filters near
each use point or service cock. The fil-
ters shall be installed .so as to permit
in-place decontamination and replace-
meit. Water supply and liquid and
gaseous servies provided to the P4 fa-
cility shall be protected by devices
that prevent backflow.

II-B-4-c-(5). Drinking water foun-
tains shall not be installed in labora-
tory or animal rooms of the P4 facili-
ty. Foot-operated water fountains are
permitted in the corridors of the P4
facility. The water service provided.to
such fountains shall be protected from
the water services to the laboratory
areas of the P4 facility.

II-B-4-c-(6). Laboratory doors shall
be self-closing.

II-B-4-c-7). A double-door auto-
clave shall be provided for sterilization
of material passing out of the P4 fa-
cility. The autoclave doors shall be in-
terlocked so that both doors will not
be open at the same time.

II-B74-(8). A pass-through dunk
tank or fumigation chamber shall be
provided for removal -from the P4 fa-
cility of material and equipment that
cannot be heat-sterilized.

II-B-4 c-(9).- All liquid effluents
from the P4 facility shall be collected
and decontaminated before disposal.

Liquid effluents from biological safety
cabinets and laboratory sinks shall be
sterilized by heat. Liquid effluents
from the shower and hand washing
facilities may be inactivated by chemi-
cal treatment. HEPA filters shall be
installed in all vents from effluent
drains.

II-B-4-c-(10). An individual supply
and exhaust-air ventilation system
shall be provided. The system shall
maintain pressure differentials and dl-
rectional air flow as required to ensure
inflow from areas outside the facility
toward areas of highest potential risk
within the facility. The system shall
be designed to prevent the reversal of
air flow. The system shall sound an
alarm in the event of system malfunc-
tion.

II-BE4-c-(ll). Air within individual
laboratories of the P4 -facility may be
recirculated if HEPA filtered.

II-B-4-c-(12). The exhaust air from
the P4 facility shall be HEPA filtered
and discharged to the outdoors so that
it is dispersed clear of occupied build-
ings and air intakes. The filter cham-
bers shall be designed to allow in situ
decontamination before removal and
to facilitate certification testing after
replacement.

II-B4-c-(13). The treated exhaust-
air from Class I and Class I bioligical
safety cabinets (201 may be discharged
directly to the laboratory room envI-
ronment or to the outdoors. The treat-
ed exhaust-air from Class III cabinets
shall be discharged to the outdoors. If
the treated exhaust-air from these
cabinets is to be discharged to the out-
doors through the P4 facility exhaust
air system, It shall be connected to
this system so as to avoid any interfer-
ence with the air balance of the cabi-
nets or the facility exhaust air system.
. II-B-4-b-(14). As noted in Section
II-B-4-c-(l), the P4 facility may con-
tain specially designed areas in which
all personnel are required to wear one-
piece positive-pressure isolation suits.
Such areas shall be airtight. The ex-
haust-air from the suit area shall be
filtered by two sets of HEPA filters In-
stalled in series, and a duplicate filtra-
tion unit and exhaust fan shall be pro-
vided. The air pressure within the suit
area shall be less than that in any ad-
jacent area. An emergency lighting
system, communication systems, and
power source shall be provided. A
double-door autoclave shall be pro-
vided for sterilization of all waste ma-
terials to be removed from the suit
area.

Personnel who enter this area shall
wear a one-piece positive-pressure suit
that is ventilated by a life-support
system. The life-support sysem shall
be provided with alarms and emergen-
cy backup air. Entry to this area is
through an airlock fitted with airtight
doors. A chemical shower area shall be

provided to decontaminate the sur-
faces of the suit before removal.

II-C. Shipment. Recombinant DNA
molecules contained in an organism or
virus shall be shipped only as an etio-
logic agent under requirements of the
U.S. Public Health Service and th9
U.S. Department of Transportation
(§ 72.25. Part 72, Title 42, and
f§ 173.386-.388, Part 173, Title 49, U.S.
Code of Federal Regulations) as speci-
fied below:

II-C-. Recombinant DNA molecules
contained in an organism or virus re-
quiring P1, P2, or P3 physical-contain-
ment, when offered for transportation
or transported, are subject to all re-
quirements of § 72.25(c})-(5. Part
72, Title 42 CFR, and §§ 173.386-.388,
Part 173, Title 49 CPR.

II-C-2. Recombinant DNA molecules
contained in an organism or virus re-
quiring P4 physical containment,
when offerd for, transportation or
transported, are subject to the require-
ments listed above under I-C-1 and
are also subject to § 72.25(c)(6), Part
72. Title 42 CFR. .

II-C-3. Additional information on
packaging and shipment is given in
the "Laboratory Safety Monograph-
A Supplement to the NIH Guidelines
for Reombinant DNA Research."

II-D. Biological Containment.
II-D-I. Levels of Biological Contain-

ment. In consideration of biological
containment, the vector (Plasmid, or-
ganelle, or virus) for the recombinant
DNA and the host (bacterial, plant, or
animal cell) in which the vector is
propagated In the laboratory will be
considered together. Any combination
of vector and host which is to provide
biological containment must be chosen
or constructed so that the following
types of "escape" are minimized: (i)
Survival of the vector in its host out-
side the laboratory and (ii) transmis-
sion of the vector from the propaga-
tion host to other nonlaboratory
hosts.

The following levels of biological
containment (HV, or Host-Vector, sys-
tems) for prokaryotes will be estab-
lished: specific criteria will depend on
the organisms to be used. Eukaryotic
host-vector systems are considered in
Part III.

II-D-1-a. HVI. A host-vector system
which provides a moderate level of
containmenL Specific systems.

II-D-l-a-(i). EEl. The host is
always E. Coli K-12 or a derivative
thereof, and the vectors include non-
conjugative plasmids (e.g., pSC101,
ColE1, or derivatives thereof E21-271)
and variants of bacteriophage, such as
[28-33]. The R. Coli K-12 hosts shall
not contain conjugation-proficient
plasmids, whether autonomous or in-
tegrated, or generalized transducing
phages.
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II-D-l-a-(2). Other Prokaryotes.
Hosts and vectors shall -be, at a mirii-
mum, comparable in containment to E
Col. K-12 with a non conjugative plas-
mid or bacteriophage vector. The data
to be considered and mechanism for
approval of such HV1 systems are de-
scribed below (Section II-D-2).

II-D-l-b. HV2,These are host:vector
systems shown to provide a high level
of biological containment as demon-.
strated by data from suitable tests per-
formed in the laboratory. Escape of
the recombinant DNA either via sur-
vival of the organisms or via transmis-
sion of recombinant DNA to other or-
ganisms should be less than Vio 8 under
specified conditions. Specific systems:

II-D-1-b-(l). For EK2 host-vector
systems in which the vector is a plas-
mid, no more than one in 10s host cells
should ,be able to perpetuate a cloned
DNA- fragment under the specified
nonpermissive laboratory -conditions
designed to represent the natural envi-
ronment, either by survival of the
original host or as a consequence of
transmission of the cloned DNA frag-
ment.

II-D-l-b-(2). For EK2 host-vector
systems in which the vector is a phage,
no more than one in 108 phage- parti-
cles should be able t6 perpetuate a
cloned DNA fragment under the speci-
fied nonpermissive laboratory condi-
tions designed to represent the natural
environment either (i) as. a prophage
(in the inserted or plasmid form) in
the laboratory. host used for phage
propagation or (ii) by surviving in nat-
ural environments and- transferring a
cloned DNA fragment to other hosts
(or their resident prophages). I -

II-D-i-c. HV3. These arelhost-vector
systems in which:

II-D-l-c-(l). All HV2 criteria are
met.'

II-D-I-c-(2). The vector is depend-
ent on its propagation .host. or is
highly defective in mobilizability. Re-
version to host-independence must be
less than %o8 per vector genome per
generation.

II-D-l-c-(3). No markers conferring -
resistance to antibiotics commonly
used clinically or in agriculture are
carried by the vector, unless expres-
sion of such markers is dependent on
the propagating host or on unique lab-
oratory-controlled conditions or is
blocked by the inserted DNA.

II-D-l-c-(4). The- specified contain-
ment shown by laboratory' tests has
been independently confirmed by
specified tests in. animals, n'cluding
primates, and in other relevant envi-
ronments.

II-D-I-c-(5). The relevant genotypic
and phenotypic traits have been inde-
pendently confirmed.

II-D-2. ,ertification of Host-Vector
-Systems.

NOTICES

II-D-2-a. Responsibility, IIV1 sys-
,tems other than E. coli K-12, and HV2
and HV3 host-vector systems,may not
be designated as such until they have
been certified ,by -the! Director, NIH.
Application for certification of a host-
vector system is made by written ap-
plication to the Office-of Recombinant
DNA Activities (ORDA),. National In-
stitutes of Health, .Bethesda, Mary-
,land 20014.

Host-vector systems that are pro-
posed for certification will be reviewed
by the NIH Recombinant DNA Adviso-
ry. Committee (RACY. (See Section IV-
B--b-(D-(c>.) This will first involve
review of the data on- construction,
properties, and testing of the proposed
host-vector- system by a Working
Group composed of one or more mem-
bers of the RAC and other persons
chosen because of their expertise in
evaluating such dat. The Committee
will then evaluate the -report of the
Working Group and, any other availa-
ble information at a regular meeting.
The Director,. NIH is responsible for
certification after receiving the advice
of the RAC. Minor modifications of
existing certified host-vector systems,
-where the modifications are of mini-
mal or no consequence to the proper-
ties relevant to containment may be
certified by the Director, NIH without
review by the RAC. (See Section IV-E-
l-b-(3)-(h).)

When new host-vector systems are
certified, notice of the certification
will be sent by eRDA to the'applicant"
and to all IBCs and will be-published
in the Recombinant DNA Technical
Bulletin- Copies of a list of all current-
ly certified host-vector systems may be

.obtained froni ORDA at. any time.
The Director, NIH may at any time

rescind the certification of any host-
vector system? (See Section IV-E-l-b-
(3)-(i).Y If certification of a host-vector
system is rescinded, NIH will instruct
iniestigators to transfer cloned DNA
into a different system, or use the
clones at a higher physical contain-
ment level unless NIH determines that
the already constructed clones incor-
porate adequate biological contain-
ment-

Certification of a given system does
not extend to modifications of either
the host or vector component of that
system- Such modified systems must
be independently certified by the Di-
rector, NIH. If modifications are
minor, it may only be, necessary for
.the investigator to. submit data show-
ing that the modifications have either
improved or not impaired the major
phenotypic traits on which the con-
tainment of the-system depends. Sub-
stantial modifications -of,. a certified
system require the submission of coni-
plete testing data. -

II-D-2-b. Data. Tf"Be' Submittedfifar
Certification. , - I :

II-D-2-b-(1). HVI Systems Other
than E. Coli K-12. The following types
of data shall be submitted, modified as
appropriate for the particular system
under consideration: (1) A description
of the organism and vector; the
strain's" natural habitat and growth re-
quirements; Its physiological proper-
ties, particularly those related to its
reproduction and survival and the
mechanisms by which It exchanges ge-
netic information; the range of organ-
isms with which this organism normal-
ly exchanges genetic information and
what sort of Information Is exchanged:
and any relevant Information on Its
pathogenicity or toxicity. (ii) A de-
scription of the history of the particu-
lar strains and vectors to be used, In-
cluding data on any mutations which
render this organism less able to sur-
vive or transmit genetic Information.
(iii) A general description of the range
of experiments contemplated, with
emphasis on the need for developing
such an HV1 system.

II-D-2-b-(2). -HV2 Systems, Investi-
gators planning to request HV2 certifi-
cation for host-vector systems can
obtain Instructions from ORDA con-
cerning data to be submitted (33A,
33B]. In general, the following types
of data are required: (l) Description of
construction steps, with indication of
source, properties, and manner of In-
troduction of genetic traits. (I) Quan-
titative data on the stability of genetic
traits that contribute to the contain-
ment of the system. (lI) Data on the
survival of the host-vector system
under non-permissive laboratory con-
ditions designed to represent the rele-
vant natural environment. (iv) Data on
transmissibility of the vector and/or a
cloned DNA fragment under both per-
missive and nonpermisslve conditions,
(v) Data on all other propertles of the
system -which affect containment and
utility, including information on yields
of phage or plasmd molecules, ease of
DNA isolation, and ease of transfec-
tion or transformation. (vi) In some
cases, the investigator may be'asked to
submit, data on survival and vectqr
transmissibility from experiments in
which the host-vector is fed to labora-
tory animals (e.g., rodents). Such in
viva data may be required ,to confirm
the validity of predicting in vivo sur-
vival on the basis of in vitrao experi-
ments.

Data must be submitted in writing to
ORDA. Ten to twelve weeks are nor-
mally required for review and circula-
tion of the data prior to the meeting
at which such data can be considered
by the NIH Recombinant DNA Adviso-
ry Committee (RAC) Investigators are
encouraged to publish their data on
the construction, properties, and test-
Ing of proposed HV2 systems prior to
consideration of the system by the
RAC and Its subcommittee. More spe-
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Icific instructions concerning the type
!of data to be submitted to NIH for
iproposed EK2 systems involving either
plasmids or bacteriophage 0 in E. coli
K-12 are available from ORDA.

H-D-2-b-(3). HV3 Systems. Putative
HEV3 systems must, as the first step in
certification, be certified as HV2 sys-
tems. Systems which meet the criteria
given above under II-D-l-(c)-l, II-D-
1-(c)-2, II-D-1-(c)-3 will then be rec-
ommended for HV3 testing. Tests to
evaluate various HV2 host-vector sys-
tems for HV3 certification will be per-
formed by contractors selected by
NIH. These contractors will repeat
tests performed-by individuals propos-
ing the HV2 system and, in addition,
will conduct more extensive -tests on
conditions likely to be encountered in
nature. The genotypic and phenotypic
traits of HV2 systems will be evaluat-
ed. Tests on survival and transmissibil-
ity in and on animals, including pri-
mates, will be performed, as well ag
tests on survival in. certain specified
natural environments.

1I-D-3. Distribution of Certified
Host-Vectors. Certified HV2 and HV3
host-vector systems (plus appropriate
control strains) must be obtained from
the NIH or its designees; one of whom
will be the investigator who developed
the system. NIH shall announce the
availability of the system by publica-
tion of notices in appropriate jouinals.

Plasmid vectors will be provided in a
suitable host strain, and phage vectors
will be distributed as small-volume ly-
sates. If NIH propagates any of the
host strains or phage, a sample will be
sent to the investigator who developed
the system or to an appropriate con-
tractor, prior to distribution, for verifi-
cation that the material is -free from
contamination and unchanged in
phenotypic properties.

In distributing the certified -V2 and
HV3 host-vector systems, NIH or its
designee will (i) send out a complete
description of the syitem; (ii) enumer-
ate and describe the tests to be per-
formed by the user in order to verify
important phenotyic traits; (iii)
remind the user that any modification
of the system necessitates independ-
ent approval of the system by the
NIH; and (iv) -remind the user of re-
sponsibility for notifying ORDA of
any discrepancies with the reported
properties or any problems in the safe
use of the system.

NIH may also 'distribute certified
HVl host-vector systems.

III. CONTAINMENT GUDELNES FOR
COVERED EXPERIh ENTS

Part III discusses experiments cov-
ered by the Guidelines. The reader
must first consult Part I, where list-
ings are given', of prohibited and
exempt experiments.

Containment guidelines for permissi-
ble experiments are given in Part II.
Changes in these levels for specific ex-
periments (or the assignment of levels
to experiments not explicitly consid-
ered here) may not be instituted with-
out the express approval of the Direc-
tor, NIH. (See Sections IV-E-i-bi)-
(a), IV-E-l-b-(1)-(b), W-E-1-b-(2)-(b),
IV-E-1-b-(2)-(c), and IV-E-I-b-(3)-
(b).)

In-A. Classification of Experiments
Using the E. coli K-12 Host-Vector Sys-
tems. Most recombinant DNA experi-
ments currently being done employ E.
coli K-12 host-vector systems. These
are the systems for which we have the
most experience and knowledge (i) re-
garding the effectiveness of biological
containment provided by existing
hosts and vectors and (ii) necessary for
the construction of more effective bio-
logical barriers. We therefore consider
DNA recombinants in E. coli K-12
before proceeding to other host-vector
systems. The levels of biological con-
tainment for E. colt K-12 systems are
designated EKI, EK2, and EK3 in as-
cending order.

It has been necessary, throughout
this section, to use words and such
terms are marked with footnote refer-
ence numbers. These footnotes (Part
V) define more fully what the terms
denote.

In the following classification of con-
tainment criteria for different kinds of
recombinant DNAs, the stated levels
of physical and biological containment
are minimal for the experiments desig-
nated. The use of higher levels of bio- -
logical containment (EK3>EK2>
EKi) is encouraged If they are availa-
ble and equally appropriate for the
purposes of the experiment.

III-A-I. Shotgun Experiments.
These experiments involve the produc-
tion of recombinant DNAs between
the vector and portions of the speci-
fied cellular source, preferably a par-
tially purified fraction. Care should be
taken either to preclude or eliminate
contaminating microorgsnisms before
isolating the DNA.

rn-A-l-a. Eukaryotic DNA Rccom-
binants.

II-A-I-a-1). Primates. P2 physical
containment+an EK2 host-vector.
Any lowering of containment below
these levels (i.e., for purified DNA or
characterized clones) cannot be made
solely by an Institutional blosafety
committee but requires NIH approval.
(See Section IV-E-l-b-3)-(e).)

III-A-1-a-(2). Other Mammals. P2
physical containment+an EK2 host-
vector.

III-A-l-aO(3). Birds. P2 physical
containment+an EK2 host-vector, or
P3+EKI.

III-A-l-a-(4). Cold-Blooded Verte-
brates. P2 physical containment+an
EK1 host-vector or PI+EK2. If the

eukaryote is known to produce a
potent polypeptide toxin, [34] the con-
tainment shall be increased to
P3+EK2.

III-A-l-a-(5). Other Cold-Blooded
Animals and Lower Eukaryotes. This
large class of eukaryotes is divided
into two groups:

III-A-l-a-(5)-(a). Species that are
known to produce a potent polypep-
tide toxin [34] that acts In vertebrates,
or are known pathogens listed in Class
2, [I] or are known to carry such path-
ogens must use P3 physical
contanment+an EK2 host-vector.
When the potent toxin is not a poly-
peptide and is likely not to be the
product of closely linked eukaryote
genes, containment may be reduced to
P3+EK1 or P2+EK2. Species that
produce potent toxins that affect in-
vertebrates or plants but not verte-
brates require P2+EK2 or P3+EKI.
Any species that has a demonstrated
capacity for carrying particular patho-
genic microorganisms is included in
this group, unless the organisms used
as the source of DNA have been shown
not to contain those agents, in which
case they may be placed in the follow-
ing group. [2A]

rn-A-l-a-(5-(b). The remainder of
the species in this class including
plant pathogenic or symbiotic fungi
that do not produce potent toxins: P2-
+ EKI or PI + EK2. However, any
insect In this group must be either (i)
grown under laboratory conditions for
at least i0 generations prior to its use
as a source of DNA. or (ii If caught in
the wild, must be shown to be free of
disease-causing microorganisms or
must belong to a species that does not
carry microorganisms causing disease
In vertebrates or plants. [2AI If these
conditions cannot be met, experiments
must be done under P3 + EKi or P2 +
EK2 containment.

III-A--a-(6). Plants. P2 physical
containment + an EK1 host-vector, or
P1 + EK2. If the plant source makes a
potent polypeptide toxin, [34] the con-
tainment must be raised to P3 physi-
cal containment + an EK2 host-
vector. When the potent toxin is not a
polypeptide and Is likely not to be the
product of closely linked plant genes,
containment may be reduced to P3 +
EKi or P2 + EK2. [2A]

rn-A-l-b. Prokaryotie DNA Recom-
binants.

III-A-l-b-1). Prokaryotes That Ex-
change Genetic Information [35] with
E. CoIl. Those prokaryotes that ex-
change genetic information with E.
colt by known physiological processes
will bd exempted from these Guide-
lines if they appear on the "list of ex-
changers" set forth in Appendix A (see
Section I-E-4).

Por those not on the list, the con-
tainment levels are P1 physical con-
tainment + an EKI host-vector. In
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fact, experiments in'this category may
be performed with any E. coli K-12
vector' (e.g., conjugatve plasmids).
However, for prokaryotes that are
classified [1] as Class 2, the contain
ment levels are P2 + EK1.

III-A-1-b-(2). Prokaryotes That Do
Not Exchange Genetic Information
with E. Coli. P2 physical containment
+ an EK1 host-vector,'or P1 + EK2,
except' for DNA from Class 2 agents,
[I which require P3 + EK2.

III-A-2. Plasmids, Bateriophages,
and Other Viruses. .Recombinants
formed between a vector and some
other .plasmid or virus DNA have in
common the potential for acting as
double vectors because of the replica-
tion functions in these DNAs. The
containment conditions given below
apply only to propagation of the DNA
recombinants in E. coli K-12 hosts.
They do not apply to other hosts in
which the recombinants may be able
to replicate as a iesult of functions
provided by the DNA inserted into the
EK vectors. These are considered
under other host-vector systems.

III-A-2-a. Viruses of Eukaryotes
(summary given in Table IID.

III-A-2-a-(1). DNA Viruses.
III-A-2-a-(1)-(a). Nontransforming

viruses.
III-A-2-a-(1)-(a)-(). Adeno-Associ-

ated Viruses, Minute Virus of Mice
Mouse Adenovirux (Strain FL), and
Plant Viruses. P1 physical contain-
ment + and EK1 host-vector shall be
used for DNA recombinants produced
with (i) the whole viral genome, (ii)
subgenomic DNA segments, or (iii) pu-
rified cDNA copies of viral mRNA.

[37]
III-A-2-a-(1)-(a)-(2). Hepatitis B.
III-A-2-a-(1)-(a)-(2)-(a). P1 physical

containment + an EKI host-vector
shall be uised for purified subgenomic
DNA segments. [38]

III-A-2-a-(1)-(a)-(Q-(b)_j'2 physical
containment + an-EK2 host-vector, or
P3 + EK1, shall be used for DNA for
recombinants produced with the
whole viral genome or with subgeno-
mic segments that hare not been puri-
fied to the extent required in footnote
38.

III-A-2-a-(l)-(a)-(2)-(c). P2 physical
containment + an EKI host and a
vector certified for use in an EK2
system, or P3 + EKI, shall be used for
DNA recombinants derived from puri-
fied cDNA copies of viral mRNA. [37]

III-A-2-a-(1 )-(a)-(3). Other Non-
transforming Members 'of Presently
Classified Viral Families. [36]
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.iiI-A-2-a-(1)-(a)-(3)-(a). P1 physical
containment + an EKI host-vector
shall be used for (i) DNA recombin-
ants produced with purified subgeno-
mic DNA[38] segments or (ii) purified
eDNA copies of viral mRNA. [37]

III-A-2-a-(1)-Ca)-(3)-(b). P1 physical,
containment -+-man EK1 host and a
vector certified for use in an EKZ
system shall be used for DNA recom-
binants produced with the whole viral
genome or with subgenomie segments
that have not been purified to the
extent required in footnote 38:

III-A-2-a-(1)-(b). Transforming Vir-
uses. [37A]

III-A-2-a-(1)-(b)-(1). Herpes "Sai-
miri, Herpes Ateles,'and Epstein Barr

. Virus. [39]-
III-A-2-a-(1)-(b)-(1)-(a). P1 physical

containment + an EKi host-vector
shall be used for DNA recombinants
produced-with pfrified nontransform-
ng subgenomfiic DNA segments. [38]
. I1T-A-2a-(1)--(b)-(.f)-Cb). P2 physical
containment + an EK1 host and a
vector certified for use in an EK2
system, or P3 + EKI, shall be used for
(i) DNA recombinants produced with
purified subgenomic DNA segments
containing an entire transforming
gene [38] or (ii) purified cDNA copies
of viral mRNA. [37]

III-A-2-a-(1)-(b)-(1)-(c). P3 physical
containment + an EK1 host-vector, or
P2 + EK2, shall be used for DNA re-
combinants produced with the whole
viral genome or with subgenomic seg-
ments that have not been purified to

* the extent required in footnote 38.
III-A-2-a-(1)-(b)-(2). Other Trans-

forming Members of Presently Classi-
fied Viral Families. [36]

III-A-2-a-(1)-(b)-(2)-(a). P1 physical
containment + an E1 host-vector
shall be used for DNA recombinants
produced with purified nontransform-
ing subgenomic DNA segments. [38]

M-a-2-a-1)-(b)-(2)-(b). P2 physical
containment :I- an EKI host and a
vector certified for use in an EK2
system, or P3 + EK1, shall be used for
(i) DNA recombinants produced with
the whole viral genome, (ii) subgeno-
mic DNA segments containing an
entire transforming gene, (iii) purified
cDNA copies of viral mRNA, [371 or
(iv) subgenomie segments that have
not been purified to the extent re-
quired in footnote 38.

IiT-A-2-a-(2). DNA Transcripts of
RNA Viruses.

III-A-2-a-2)-Ca). Retroviruses.
III-A-2-a-(2)-(a)-1). Gibbon Ave.-

Woolly Monkey, Feline Leukemia and
Feline Sarcoma Viruses. [39]

IIT-A-2-a-(2)-(a-(1)-(a). P1 physical
containment + an EKI host-vector
shall be used for DNA recombinants
produced with purified nontransform.
ingsubgenomic DNA segments. [38]

III-A-2-a-(2)-(a-()-(b). P2 physical
containment + an EXI host and a
vector certified for use in an EK2
system, or P3 + EKl, shall be used for
DNA recombinants produced with pu-
rified subgenomic DNA segments [38]
containing an 'entire transforming
gene.

III-A-2-a-(2)-(a)-(1)-(c). P2 physical
containment + an EK2 host-vector, or
P3 + EK1, shall be used for DNA re-
combinants produced with (1) thQ
whole viral genome, (il) purified eDNA
copies of viral mRNA, [37] or (iii) sub-
genomic segments that have nqt been
purified to the extent required in foot-
note 38.

III-A-2-a-(2)-(a)-(2). Other Members
of the Family Retroviridiae. (36]

III-A-2-a-(2)-(a)-(2)-(a). P1 physical
containment + an EK1 host-vector
shall be used for DNA recombinants
produced with purified nontransform-
ng subgenomic DNA segments. [38]
III-A-2-a(2)-a)-(2)-b). P2 physical

containment + an E=1 host and a
vector certified for use In an 'EK2
system, or P3 + ELK, shall be used for
DNA. recombinants produced with (i)
subgenomic DNA segments containing
an entire transforming gene, (ii) the
whole viral genome, or (ill) purified
cDNA copies of viral mRNA, [37] or
(iv) subgenomic segments that have
not been purified to the extent re-
quired in footnote 38.

1II-A-2-a-(2)-(b). Negative Strand
RNA Viruses. P1 physical containment
+ an EKl host-vector shall be used for
DNA recombinants produced with (I)
cDNA copies of the whole genome, (ii)
subgenomic cDNA segments, or (ii)
purified eDNA copies of viral mRNA.
[37]

III-A-2-a-(2)-(c). Plus-Strand, RNA
Viruses,

III-A-2-a-(2)-(c)-(1). Types 1 -and 2
Sabin Poliovirus Vaccine Strains and
Strain 17D (Theiler) of YelloVy Fever
Virus. PI physical containment + and
EKl host-vector shall be used for DNA
recombinants produced with (i) eDNA
copies of the .whole viral genome, (ii)
subgenomic cDNA segments, or (111)
purified cDNA copiea Of viral mnNA.
[37]

Ili-A-2-a-(2)-(c)-(2). Other Plus-
Strand RNA Viruses Belonging to Pres-
ently Classified Viral Families. [36]
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II-A-2-a-(2)-(c)-(2)-(a). P1 physical
containment + an EKl host-vector
shall be used for DNA recombinants
produced with purified subgenomic
cDNA segments.[38]

III-A-2-a-(2)-(c)-(2)-(b). P2 physical
containment + an EK1 host and a
vector certified for use in an EK2

,system, or P3 + EKl, shall be used for
DNA recombinants produced with (i)
cDNA copies of the whole genome, or
(ii) purified cDNA copies of viral
mRNA.[371

-I-A-2-a-(2)-(d). Double-Stranded
Segmented RNA Viruses. P1 physical
containment + an- EKI host-vector
shall be used for DNA recombinants
produced with (i) mixtures of subgeno-
mic cDITA segments; (ii) a specific sub-
genomic cDNA segment, or CiY puri-
fied cDNA copies of viral mRNA.[37]

III-A-2-a-(2)-(e). RNA Plant Viruses
and Plant Viroid&. P1 physical con-
tainment + an EKl host-vector shall
be used for DNA recombinants pro-
duced with (i) cDNA copies of the
whole viral genome, (ii) subgenomic
cDNA segments, or (iii) purified cDNA
copies of viral mRNA.(37]

III-A-2-a-(3). Intracellular Viral
DNA. Physical and biological, contain-
ment specified for shotgun experi-
ments with eukaryotic cellular DNA
[see Section III-A-(1)D-(a)J shall be
used for DNA recombinants produced
with integrated viral DNA or viral gen-

- omes present in infected cells.
IH-A-2-b. Eukaryotic Organelle

DNAs. P2 physical containment + an
EKi host-vector, or P1 + EK2; for ml-
tochondrial or chloroplast DNA from
eukaryotes -when the organelle DNA
has been obtained from isolated organ-
elles. Otherwise, .the conditions given
for shotgun experiments apply.

MI-A-2-c. Prokaryotic Plasmid and
Pliage DNA. The containment levels
required for shotgun experiments with.
DNA from prokaryotes apply to their
plasmids or phages. -

III-A-3. Lowering of Containment
Levels for characterized or Purified
DNA Preparations and Clones. Many
of the risks which might conceivably
arise from some types of recombinant
DNA experiments, particularly shot-
gun experiments, would result from
the inadvertent- cloning of a harmful
sequence. Therefore, in case where the
risk of inadvertently cloning the
"wrong" DNA is reduced by prior en-
richment-for the desired piece, or in
which a clone made from a random as-
sortment of DNAs has been purified
and the absence of harmful sequences
established, the containment condi-
tions for further work may be reduced.
The following section outlines the
mechanisms for such reductions.

III-A-3-a. Purified DNA Other than
Plasmids, Bacterfophages, and Other
Viruses. The formation of DNA recom-
binants from cellular DNAs that have

NOTICES

been purified [41] and in which the ab-
sence of harmful sequences had been
established E3] can be carried out
under lower containment conditions
than used for the corresponding shot-
gun experiment.[42] The containment
may be decreased one step in physical
containment (P4-P3; P3--P2; P2-P1)
while maintianing the biological con-
tainment specified for the shotgun ex-
periment; or one step in biological con-
tainment (EK3 -- EK2; EK2 - EKI)
while maintaining the specified physi-
cal containment. The institutional blo-

.safety committee (IBC) must review
such a reduction and the approval of
the IBC must be secured before such a
reduction may be put Into effect. (See
Section IV-D-3-b.) The IBC must
notify the NIH Office of Recombinant
DNA activities (ORDA) in writing of
all such approvals within 30 days after
they take place. IBC approval Is suffi-
cient for such a reduction except for
(I) primate DNA, which also requires
prior NIH approval (see Section Il-A-
i-a-(1)), or (ii) any lowering of con-
tainment under Section rn-A-3-a to
levels below P1 + EL, which also re-
quires prior NIH approval. (See Sec-
tions IV-D-1-c, IV-E-1-b-(3)-(e), and
IV-E-l-b-(3)-(f).)

IIL-A-3-b. Characterized Clones of
DNA Recombinants. When a cloned
DNA recombinant has been rigorously
characterized and the absence of
harmful sequences has been estab-
lished (3), experiments Involving this
recombinant DNA may be cariled out
under lower containment conditions,
as described below.

III-A-3-b-(1). Institutional biosafety
committees (IBCs) may give approval
for a. single-step reduction in physical
or biological containment on receipt of
evidence of characterization of a clone
derived from a shotgun experiment
and its probable freedom from harm-
ful genes. (See Section IV-D-.3-b.) The
IBC must notify ORDA In writing of
all such approvals within 30 days after
they take place. IBC approval Is suffi-
cient for such a reduction except for
(i) primate DNA, which requires prior
NIH approval (see Section rn-A-i-a-
(1)). or (ii) any lowering of contain-
ment under Section III-A-3-b to levels
below P1 + EL, which also requires
prior NIH Approval. (See Sections IV-
D-1-c, IV-E-1-b-3-(e) and IV-E-1-b-
(3)-(f).)

III-A-3-b-(2). Reduction of contain-
ment levels by more than one step. or
cases involving primate DNA, or cases-
involving lowering of containment
under Section IH-A-3-b to levels
below P1 + EK1. will require prior ap-
proval by NIH. (See Sections IV-E-1-
b-(3)-Ce), -(f) and -(g)

Il-B. Experiments with, Other Pro-
karyotic Host-Vectors.

Ill-B-1. HVI Systems. Host-vector
systems which have been approved as

60119

HVI systems may be used under P2
containment conditions for shotgun
experiments with phages, plasmids,
and DNA from nonpathogenic prokar-
yotes which do not produce polypep-
tide toxins.[341

Other classes of recombinant DNA
experiments with these HV1 systems
will require.prior approval and classifi-
cation by NIH. Experiments with
DNAs from eukaryotes (and their plas-
mids or viruses) will generally- follow
the criteria for the corresponding ex-
periments with E. coli K-12 host-vec-
tors if the major habitats of the given
host-vector overlap those of E. colt
The habitats of other host-vector sys-
tems should also be considered in rela-
tion to containment.

II-B-2. Return of DNA Segments to
Non-HVI Host of Origin. Those pro-
karyotes tht exchange genetic infor-
mation with E. coli by known physio-
logical processes will be exempt from
these Guidelines if they appear on the
"list of exchangers" set forth in Ap-
pendix A (see Section I-B-4). For a
prokaryote which can exchange genet-
ic information [35] with E. col under'
laboratory conditions but which is not
on the list (Host A). the following type
of experiment may be carried out
under P-i conditions without Host A
having been approved as an HTI host:
DNA from Host A may be inserted
into a vector and propagated in E. coil
IK-12 under P-1 conditions. Subse-
quenUy, this recombinant DNA may-
be returned to Host A by mobilization,
transformation, or transduction and
may then be propagated in Host A in
any desired vector under PI condi-
tions.

For a prokaryote which does not ex-
change genetic information with E.
coli (Host B). the following type of ex-
perinrent may be carried out without
Host B having been approved as an
HVl host: DNA from Host B may be
inserted Into a vector from a certified
EK2 host-vector system and propagat-
ed in S. coli X-12 under the appropri-
ate containment conditions (see Sec-
tion IlI-A-I-b-(2)]. Subsequently. this
recombinant DNA may be returned to
Host B and propagated in Host B
under P1 conditions.E43]

fII-B-3. Non-HVI Systems. Contain-
ment levels for other classes of experi-
ments involving non-HV1 systems may
be approved by the Dirctor, NIH.
(See Sections IV-E-l-b-(I)-(b), IV-];-
1-b-(2)-() and IV-:-,1-b-(3)-(b).)

Ill-C. Experiments with Eukaryotic
Host-Vectorm.

III-C-1. Vertebrate Host-Vector Sys- -

tems.E44] (Summary given in Table
IV).

lll-C-l-a. Polyoma Virus.
III-C-1-a-(). Productive Virus-Cell

Interactions.
Il-C-l-a-()-(a). Defective or whole

polyoma virus genomes, with appropri-
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ate helper, if necessary, canbe-used in - conditions to -propagate , DNA se-
P2 conditions to propagate DNA se- quences from eukaryotic -organisms
quences: , . that do not produce potent polypep-

III-C-1-a-(1)-(a)-(1). from bacteria tide toxins [34] (shotgun experiments
of class 1 or class 2[1] or their phages or purified DNA): .........
or plasmids, except for those that pro-- III-C-1-b-(1)-,(c). Experiments,, irk-_
duce potent polypeptide toxins; [34] volving the use of defective SV4Q gen-

III-C-1-a-(1)-(a)-(2)., from mice; omes, to propagate DNA sequences-
III-C-1-a-(1)-(a)-(3). from eukaryo- from eukaryotic viruses will be evalu-

tic organisms that do not produce ated by NIH on a case-by-case basis
potent polypeptide toxins; (34] pro- [45] and willbe conducted under the
vided that the DNA segment is >, 99%- prescribed physical and .biological con-
pure. tainment conditions. (See Section IV-

III-C-1-a-(1)-(b). Defective -polyoma E-1-b-(3)-(c).)
genomes, with appropriate helper, if, III-C-1-b-(2). Nonproductive Virus-
necessary, can be used in P2 conditions - Cell Interactions. Defective or whole
for shotgun experiments to propagate sV40 genomes can be used as vectors
DNA sequences from eukaryotic -or- in P2 conditions when production of
ganisms that do not produce potent viral particles cannot occur (e.g., trans-
polypeptide toxins. [34] • formation of nonpermissive cells or

III-C-l-a(1)-(c). Whole virus gen- propagation of an unconditionally de-
omes with appropriate helper, if neces- fective recombinant genome in the ab-
sary, can be used in P3 conditions for- s~nce of helper), provided. the inserted
shotgun experiments to propagate DNA sequences are not derived from
DNA sequences from eukaryotic or- eukaryotic viruses. In the latter case,
ganisms that do not produce poten po- such experiments will be evaluated by
lypeptide toxins. [34] NIH on a case-by-case basis -45] and

III-C-1-a-(l)-(d). Experiments in- -will be conducted under the prescribed -
volving the se of defective polyoma ph ,sical and biological containment
virus genomes to propagate DNA se- conditions. (See Section IV-E-1,-b-(3)-
quences from eukaryotic viruses -will (c).) . , -
be evaluated by NIH on a case-by-case III-C-l-c. Human Adenoviruses, 2
basis [45] and will be conducted under and 5.
the prescribed physical and'biological III-C-1-c-(1): Productive Virus-Cell
containment conditions. (See Section Interactions. -
IV-E-lb-(3)-(c).) II-C-I-c-(1)-(a). Human, adenovir-

III-C-1-a-(2). Nonproductive- Virus- uses 2 and 5, rendered unconditionally
Cell Interactions., Defective or whole defective by deletion-of at, least two es-
polyoma virus genomes can be used as sential genes; with appropriate helper,
vectors in P2 conditions when produc- can be used in P3 conditions to propa-
tion of viral particles' cannot occur gate DNA sequences from:
(e.g., transformation of nonpermissive III-C---C1)-a)-(1). bacteria of
cells or propagation of an uncondition-, Class 1 or Class 2(1] of their phages or-
ally defective recombinant genome in plasmids except for those that pro-
the absence of helper), provided the duce potent polypeptide toxins; [34]
Inserted DNA sequences are not de- III-C-1-c-(1)-(a)-(2). eukaryotic or-
rived ,from eukaryotic viruses. In the ganisms that do not produce potent
latter case, such experiments will be, polypeptide toxins[34] (shotgun ex-
evaluated by NIH on a: case-by-case, periments or purified DNA).
basis [45] and will be conducted under III-C-1-c-(1)-(b). Experiments. In-
the prescribed physical and biological volving the use of unconditionally de-
containment conditions. (See Section fective human adenovirus 2 and 5, gen-
IV-E-1-b-(3)-(c).) omes to prolagate DNA. sequences

III-C-i-b. Simian Virus 40. from eukaryptic viruses will be evalu-
III-C-l-b-(1). Productive Virus-Cell ated by NIH on a case-by-case basis

Interactions. [45] and will be conducted under -the
III-C---b-(1)-(a). SV40 DNA, ren- prescribed physical and biological con- -

dered unconditionally defective by a tainment conditions. (See Section IV-
delition in an essential gene, with ap- - E-1-b-(3)-(e).)
propriate helper, can -be used in P2 IHI-C-1-c-(2). Nonproductive virus-
conditions to propagate- DNA se- cell interactions. Defective or whole
quences from: human adenovirus 2 and 5 genomes

III-C-i-b-()-(a)-(1). bacteria - of can be used as vectors in P2 conditions
Class 1 or Class 2,'-1] or their phages when production of viral particles
or plasmids, except for those that pro- cannot occur (e.g., transformation of
duce potent polypeptide toxins; [34] nonpbrmissive cells or propagation of

III-C-1-b-(1)-(a)-(2). uninfected Af-, an unconditionally defective recombin-
rican green monkey kidney cell cul- ant genome- in the absence of helper),
tures. " provided the inserted DNA sequences

III-C-i-b-(1)-(b). SV40 DNA, ren- afe not derived from eukaryotic vir-
dered unconditionally defective by a uses. In the latter case, such experi-
deletion in an essential gene, with an ments will be evaluated by NIH on a
appropriate helper, can be used in P3 case-by-case basis [45]'and will be con--
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ducted under the prescribed physical
and-biological containment conditions.
(See Section IV-E-l-b-(3)-(c),)

III-C-1-d. Murine Adenovirus Strain
FL.

III-C-1-d-(1). Productive Virus-Cell
Interactions.

III-C-1-d-(1)-(a). Unconditionally
defective murine adenovirus strain FL
genomes, with appropriate helper, can
be used in P2 conditions to propagate
DNA sequences from:

III-C-1-d-(1)-(a)-(1). bacteria of
Class 1 or Class 2[1] or their phages or
plasmids except for those that pro-
duce potent polypeptide toxins;(34]

III-C-1-d-(1)-(a)-(2). eukaryoto or-
ganisms that do not produce potent
polypeptide toxins[34] (shotgun ex-
periments or purified DNA).

III-C-1-d-(1)-(b). Experiments In-
volving the use of whole murine aden-
ovirus strain FL genomes to propagate
DNA sequences from prokaryotic or
eukaryotic organisms will be evaluated
by NIH on a case-by-case basis[45] and
will be conducted under the prescribed
physical and biological containment
conditions. (See Section IV-E-l-b-(3)-
(c).)

III-C-1-d-(1)-(c), Experiments In-
volving the use of unconditionally de-
fective murine adenovirus strain FL
genomes to propagate DNA sequences
from eukaryotic viruses will be evalu-
ated by NIH on a case-by-case
basis[45] and will be conducted under
the prescribed physical and biological
containment conditions. (See Section
IV-E-1-b-(3)-(c).

III-C-1-d-(2). Nonproductive Virus-
Cell Interactions. Defective or whole
murine adenovirus strain FL genomes
can be used as vectors In P2 conditions
when production of viral particles,
cannot occur (e.g., transformation of
nonpermissive cells or propagation of
an unconditionally defective recombin-
ant genome in the absence of helper).
provided the inserted DNA sequences
are not derived from eukaryotc vir-
uses. In the latter case, such experi-
ments will be evaluated by NIH on a
case-by-case basis[45] and will be con-
ducted under the prescribed physical
and biological containment conditions,
(See Section IV-E-1-b-(3)-(c).)

III-C-1-e. All Other Potential Viral
Vectors,

III-C-l-e-(1). Experiments involving
recombinant DNA molecules contain-'
ing viral DNA segments consisting of
25% or less of the virus genome can be
done:

III-C-1-e-(1)-(a). in P2 conditions
when the recombinant DNA Is to be
integrated into the cell genomo or Is
known to replicate as a plasmid In
cells in culture, provided the addition-,
al DNA sequences are not derived
from a eukaryotic virus. In the latter
case, such experiments will be evaluat-
e.d by NIH on a case-by-case basis [45],

22, 1978

60120' NOTICES



"NOTICES

and will be conducted under the pre-
scribed physical and biological con-
tainment conditions. (See Section IV-
E-1-b-(3)-(c).)

I--l-e-(1)-(b). Under, physical
and biological containment conditions
to be determined by NIH[45J"when a
viral helper will be used to propagate

-DNA sequences from prokaryotic or
eukaryotic organisms. (See Section IV-
E-l-b-(3)-(c).)

III-C-l-e-(2). Experiments involving
the use of other whole or defective
virus genomes to propagate DNA se-
quences from prokaryotic or eukaryo-
tic organisms (and viruses), or as vec-
tors to transform 'nonpermissive cells.
will be evaluated by NIH on a case-by-
case basis[451 and will be conducted
under the prescribed physical and bio-
logical containment conditions. (See
Section IV-E-l-b-(3)-(c).)

NIH will also review on a case-by-
case basis[45l all experiments involv-
ing the use of virus vectors in animals
and will prescribe the physical and
biological containment conditions ap-
propriate for such studies. (See Sec-
tion IV-E-1-b-(3)-(c).)

III-C-2. Invertebrate Host-Vector
Systems in, Which Insect Viruses Are
Used to Propagate Other DNA Seg-
ments. As soon as information be-
comes available on the host range re-
strictions and on the infectivity, per--
sistence, and integration of the viral
DNA in vertebrate and invertebrate
cells, experiments involving the use of
insect viruses to propagate DNA se-
quences will be evaluated by NIH on a
case-by-case basis[45l and will be con-
ducted under the prescribed physical
and biological containment conditions.
(See Section IV-E-1-b-(3)-(c).)

III-C-3. Plant Viral Host-Vector Sys-
tems. The DrNA plant viruses which
could currently serve as vectors and
cloning genes in plants and plant cell
protoplasts are Cauliflower Mosaic
Virus (CaMV) and its close relatives
[2A] which have relaxed circular
double-stranded DNA geromes with a
molecular weight of 4.5 x 106, and
Bean Golden Mosaic Virus (BGMV)
and related viruses with small (106 dal-
tons) single-stranded DNA genomes.
CaMV is spread in nature by aphids, in
which it survives for a few hours.
Spontaneous mutants of CaMV which
lack a factor essential for aphid trans-

mission arise frequently. BGMV Is
spread in nature by whiteflies, and
certain other single-stranded DNA
plant viruses are transmitted by leaf-
hoppers.

The DNA plant viruses have narrow
host ranges and are relatively difficult
to transmit mechanically to plants.
For this reason, they are most unlike-
ly to be accidentally transmitted from
spillage of purified virus preparations.

When these viruses are used as vec-
tors in intact plants, or propagative
plant parts, the plants shall be grown
under P1 conditions-that is, in either
a limited access greenhouse or plant
growth cabinet which is insect-restric-
tive, preferably with positive air pres-
sure, [2A] and in which an insect fu-
migation regime is maintained. Soil,
plant pots, and unwanted Infected ma-
terials shall be removed from the
greenhouse or cabinet in sealed insect-
proof containers and sterilized. It is
not necessary to sterilize run-off water
from the infected plants, as this Is not
a plausible route for secondary infec-
tion. When the viruses are used as vec-
tors in tissue cultures or in small
plants in axenic cultures, no special
containment is necessary. Infected
plant materials which have to be re-
moved from the greenhouse or cabinet
for further research shall be main-
tained under insect-restrictive condi-
tions. These measures provide an en-
tirely adequate degree of containment.
They are similar to those required In
many countries for licensed handling
of "exotic" plant viruses.

The CaMV strain used as a cloning
vector shall be a mutant that lacks the
aphid transmission factor.

The viruses or their DNA may also
be useful as vectors to introduce genes
into plant protoplasts. The fragility of
plant protoplasts combined with the
properties of the viruses provides ade-
quate safety. Since no risk to the envi-
ronment from the use of the DNA
plant virus/protoplast system is envis-
aged. no special containment is neces-
sary, except as described in the follow-
ing paragraph.

Experiments involving the use of
plant virus genomes to propagate DNA
sequences from eukaryotic viruses will
be evaluated by NIH on a case-by-case
basisE45] and will be conducted under
the prescribed physical and biological
containment conditions. (See Section
IV-E-1-b-(3)-(c).)
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III-C-4. Plant Host-Vector Systems
Other than Viruses. Organelle, plas-
mid, and chromosomal DNAs may be
used as vectors. DNA recombinants
formed between such vectors and host
DNA, when propagated only in that
host (or a closely related strain of the
same species), are exempt from these
Guidelines (see Section I-E). DNA re-
combinants formed between such vec-
tors and DNA from cells other than
the host species require P2 physical
containment. The- development of
host-vector -systems that exhibit a
high -level of biological containment,
such as those using protoplasts or un-
differentiated cells in culture, permit
[2AI a decrease in the physical con-
tainment to P1.

Intact plants or propagative plant
parts which cannot be grown in a
standard P2 laboratory because of
their large size may be grown under
the P1 conditions described above in
Section III-C-3, except that (i) steril-
ization of run-off water is required
where this is a plausible route for sec-
ondary infection and (ii) the standard
P2 practices are adopted for microbio-
logical work.

I-C-5. Fungal or Similar Lower
Eukaryotic Host-Vector Systems. The
containment criteria for DNA recom-
binant experiments using these host-
vectors most closely resemble those
for prokaryotes, rather than those for
the preceding eukaryotes, since the
host cells usually exhibit a capacity
for dissemination outside the labora-
tory that is similar to, that for bacte-
ria. Therefore, the procedures estab-
lished for certification of HV systems
other than E. coli K-12 (Section II-D-
2) will aso apply to these fungal or
similar lower eukaryotic host-vector
systems.

Once a HV1 system is approved by
NIH, it may be used under P2 contain-
ment for shotgun experiments with
phages, plasmids, and DNA from Class
1 prokaryotesll and lower eukaryotes
that do not produce polypeptide
toxins. [34) Other classes of recombin-
axit DNA experiments with these HV1
systems will require prior approval
and classification by NIH. (See Sec-
tions IV-E-1-b-(1)-(b), IV-E-1-b-(2)-
(c) and IV-E-1-b-(3)-(b).) If HV2 or
HV3 systems of this type are devel-
oped- aid approved by NIH, guidelines
for their use in other types of recom-
binant DNA experiments will also be
established.

In addition to the experiments de-
scribeid above,- the following experi-
ments may be carried out without the
eukaryotic host (Host C) having been
approved as, an HV1 host: DNA from
Host C may be inserted into a vector
from a certified EK2 host-vector
system and propagated in E. coli K-412
under the appropriate containment
conditions [see Section III-A-1-(a)-

(5)]. Subsequently, this recombinant
DNA may be returned to Host C and
propagated there under P1 conditions.
[43]

Containment levels for other classes
of experiments involving non-HV1 sys-
tems may be expressly approved by
the Director, NIH. (See Sections IV-E-
1-b-(1)-(b), IV-E-1-b-(2)-(c) and IV-
E-1-b-(3)-(b).)

III-D. Complementary DNAs. Specif-
ic containment levels are given in Sec-
tion Ill-A-a (see also last column of
Table III) for complementary DNA
(cDNA) or viral mRNA. For the other
Sections of the Guidelines, where ap-
plicable, cDNAs synthesized in vitro
are included within each of the above
classifications. For, example, cDNAs
formed from cellular RNAs that are

.'not purified and characterized are In-
cluded under III-A-1, shotgun experi-
ments; cDNAs formed from purified
and characterized RNAs are Included
under HI-A-3; etc.

Due to the possibility of nucleic acid
contamination of enzyme preparations
used in the preparation of cDNAs, the
investigator must employ purified
enzyme preparations that are free of
viral nucleic acid.

III-E. Synthetic DIVAs. If the syn-
thetic DNA seqment is likely to E2A3
yield a potentially harmful polynu-
leotide or polypeptide (e.g., a toxin or

a pharmacologically active agent), the
containment conditions must be as

- stringent as would be used for propa-
gating the natural DNA counterpart.

If the synthetic DNA sequence codes
for a harmless product'. 2A] it may be
propagated at the same containment
level as its purified natural DNA coun-
terpart. For example, a synthetic DNA
segment which corresponds to a non-
harmful gene of birds, to be propagat-
ed in E. coli K-12. would require Ps
physical containment plus an EKI
host-vector, or P1 + EK2.
• If the synthetic DNA segment is not
expressed in vivo as a polynucleotide
or polypeptide product, the organisms
containing the recombinant DNA mol-
ecules are exempt[4] from the Guide-
lines.

IV. R .S AND RESPONSIBILITIES

IV-A. Policy. Safety in activities in-
volving" recombinant DNA depends on
the individual conducting them. The
Guidelines cannot anticipate every
possible situation. Motivation and
good judgement are the key essentials
to protection of health and the envi-
ronment.

The Guidelines are intended to help
the Institution, the Institutional Bio-
safety Committee (IBC). the Biologi-
cal Safety 'Officer. and the Principal
Investigator determine the safeguards
that should be implemented. These
Guidelines will never be complete or
final, since all conceivable experiments

Involving recombinant DNA cannot be
foreseen. Therefore, It is the responsi-
bility of the Institution and those as-
sociated with it to adhere to the pur-
pose of the Guidelinis as well as to
their specifics.

Each Institution (and the IBC acting
on Its behalf is responsible for ensur-
ing that recombinant DNA activities
comply with the Guidelines. General
recognition of Institutional authority
and responsibility properly establishes
accountability for safe conduct of the
research at the local level.

The following roles and responsibil-
ities constitute an administrative
framework in which safety is an essen-
tial and Integral part of research in-
volving recombinant DNA molecules.
Further clarifications and interpreta-
tions of roles and responsibilities will
be issued by NIH as necessary.

IV-B. General Applicability. The
Guidelines are applicable to all recom-
binant DNA research within the
United States or Its territories which
is conducted at or sponsored by an In-
stitution that receives any support for
recombinant DNA research from NIL
This includes research performed by
NIH directly.

An individual receiving support for
research involving recombinant DNA
must be associated with or sponsored
by an Institution that can and does
assume the responsibilities assigned in
these Guidelines.

The Guidelihies dre also applicable
to projects done abroad if they are
supported by NIH funds. If the host
country, however, has established
rules for the conduct of recombinant
DNA projects, then a certificate of
compliance with those rules may be
submitted to NIH in lieu of compli-
ance with I1H Guidelines. NIH re-
serves the right to withhold funding if
the safety practices to be employed
abroad are not reasonably consistent
with the NIH Guidelines.

IV-C. General Definitions. The fol-
lowing terms, which are used through-
out the Guidelines, are defined as fol- .
lows:

IV-C-1. "DNA" means deoxyribonu-
cleic acid.

IV-C-2. "Recombinant DNA" or "re-
combinant DNA molecules" means
either (i) molecules which are con-
structed outside living cells by joining
natural or synthetic DNA segments to
DNA molecules that can replicate in a
living cell. or (it) DNA molecules
which result from the replication of a
molecule described In (i) above.
IV-C-3. "Memorandum of Under-

standing and Agreemen' or "MUA" is
a document that (I) provides to NIH or
other Federal funding agency an Insti-
tution's certification that the recom-
binant DNA research project complies
with the NIH Guidelines and (ii) con-
tains other essential data as required
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in the Administrative Practices Sup-
plement.

IV-C-4. "Institution" means any
public or private entity (including Fed-
eral, State, and local goverximent
agencies).

IV-C-5. "Institutional Biosafety
Committee" or "IBC" means a com-
mittee that (1) meets the requirements
for membership specified In Section
IV-D-2, and (ii) reviews, approves, and
oversees projects in accordance with
the responsibilities defined n Section
IV-D-2 and -3.

IV-C-6. "NIH Office of Recombin-
ant DNA Activities" or "ORDA"
means the office within NIH with re-
sponsibility for (i) reviewing and, co--
ordinating all activities of NIH related
to the Guidelines, and (11) performing
other duties as defined in Section IV-
E-3.

IV-C-7. "Recombinant DNA Adviso-
ry Committee" or "RAC" means the
public advisory committee that advises
the Secretary, the Assistant Secretary
for Health, and the Director of the
'National Institutes of Health concern-
ing recombinant DNA research. The
RAC shall be constituted as specified
In Section IV-E-2.

IV-C-8. "Director, NIH" or "Direc-
tor" means the Director of the Nation-
al Institutes of Health and any other
officer or employee of NIH to whom
authority has been delegated.

IV-C-9 "PederaLInteragency Adviso-
ry Committee on Recombinant DNA
Research" means the committee estab-
lished in October 1976 to advise the
Secretary, HEW, the Assistant Secre-
tary for Health, and the Director,
NIH, on-the coordination of those as-
pects of all Federal programs and ac-
tivities' which, relate to recombinant
DNA research.

IV-C-10. "Administrative Practice
Supplement" or "APS" means a publi-
cation to accompany the NIH Guide-
lines specifying administrative proce-
dures for use at NIH and at Institu-
tions.

IV-C-11. "Laboratory Safety Mono-
graph" or "LSM" means a publication
to accompany the NIH Guidelines de-
scribing practices, equipment, and
facilities in detail.

IV-D. Responsibilities of the Institu-
tion

IV-D-1. Each Institution conducting
or sponsoring recombinant DNA re-
search covered by these Guidelines is
responsible for ensuring that the re-
search is carried out in full conformity
with the provisions of the Guidelines.
In order to fulfill this responsibility,
the Institution shall:

IV-D-1-a. Establish-and Implement
policies that provide for the safe con-
duct of recombinant DNA research
and that ensure compliance with the
Guidelines. The Institution, as part of
its general responsibilities for imple-

menting. the Guidelines, may establish
additional procedures, -as deemed nec-
essary, to govern the Institution and
its components in the discharge of its
responsibilities under the Guidelines.
This may include (I) statements for-
mulated by the Institution for general
implementation of the Guidelines and
(i) whatever additional precautionary
steps the Institution may deem appro-
priate.

IV-D-l-b. Establish an Institutional
Biosafety Committee (IBC) that meets
the requirements set forth in Section
IV-D-2 and carries out the functions
detailed in Section IV-D-3.

IV-D-1-c. Submit, for each recom-
binant DNA project that meets with
its approval, a Memorandum of Under-
standing and Agreement (MIJA) to the
funding agency for approval and regis-
tration. All projects, however, can pro-
ceed upon IBC approval (before sub-
mission of the AUA to the funding
agency) except for the following,
which require prior approval by NIH
(or other funding agency designated
by NIH for this purpose):

-IV-D-1-c-(1). Projects for which
containment levels are not specified by
the Guidelines or'NIH,

IV-D-1-c-(2). Projects requiring P4
containment,

IV-D-1-c-3). Reductions of more
than one step in containment levels
(see Section III-A-3), -

IV-D-1-c-(4). Reductions of contain-
ment level for projects involving pri-
mate DNA (see Section Ill-A-3),

IV-D-I-c-(5); Reductions of contain-
ment to levels below P1 + EKI (see

'Section III-A-3),
IV-D-1-c-(6) The first project con-

ducted in a facility at P3 containment,
or

IV-D-1-c-(7). The first project con-
ducted by an Institution.

NOTE: The M-UA shall be submitted
to the funding agency within 30 days
of the IBC approval. If the funding
agency does not routinely register re-
combinant DNA .projects with NIH,.
the MUA must be-submitted to NIH as
well as to the funding agency. Author-
ity to submit I\iUAs (or addenda) for
which prior approval is not required
may be delegated to the IBC chairper-
son. All MUAs that require NIH ap-
proval before the work can proceed
shall be submitted to the NIH by the
institutional official to whom the IBC
is responsible.

IV-D-1-d. Take appropriate action
to bring protocols into compliance
when advised by NIH or other funding
agency that IBC-approved projects do
not conform to standards set forth in
the Guidelines. This responsibility
may be delegated to the IBC. (See Ad-
ministrative Practices Supplement for
further details).

IV-D-1-e. If the Institution is en-
gaged in recombinant DNA research at

the P3 or P4 containment level, ap.
point a Biological Safety Officer
(BSO), who shall be a member of the
IBC and carry out the duties specified
in Section IV-D-4.

IV-D-1-f. Require that Investigators
responsible for research covered by
these Guidelines comply with the pro-
visions of Section IV-D-5, and assist
investigators to do so.

IV-D-1-g. Ensure appropriate train-
ing for the IBC chairperson and mem-
bers, the BSO, Principal Investigators
(PIs), and laboratory staff regarding
the Guidelines, their implementation,
and laboratory safety. Responsibility
for training IBC members may be car-
ried out through the IBC chairperson.
Responsibility for training laboratory
staff may be carried out through the
PI. The Institution is responsible for
seeing that the PI has sufficient train-
ing, but may delegate this'responsibili-
ty to the IBC.'

IV-D-1-h. Detgrmine the necessity,
in connection with each project, for
health surveillance of recombinant
DNA research personnel, and conduct,
If found appropriate, a health surveil-
lance program for the project. [The
Laboratory Safety Monograph (LSM)
discusses various possible components
of such a program-for example, rec-
ords of agents handled, active Investi-
gation of relevant illnesses, and the
maintenance of serial serum samples
for monitoring serologic changes that
may result from the employees' work
experience. Certain medical conditions
may place a laboratory worker at In-
creased risk In any endeavor where in-
fectious agents are handled. Examples
given in the LSM include gasrolntestl-
nal disorders and treatment with ster-
oids, immunosuppressive drugs, or
antibiotics. Workers with such disor-
ders or treatment should be evaluated
to. determine whether they should be
engaged in research with potentially
hazardous organisms during their
treatment or illness.]

IV-D-1-. Report within 30 days to
ORDA any significant problems with
and violations of the Guidelines and
significant research-related accidents
and illnesses, unless the Institution de-
termines that the PI or'IBC has done
SO.

IV-D-2. Membership and Procedure
of the IBC. The Institution shall estab-
lish an Institutional Blosafety Com-
mittee (IBC) meeting the following re-
quirements:

IV-D-2-a. The IBC shall comprise
no fewer than five members so select-
ed that they collectively have experi-
ence and expertise in recombinant
DNA technology afrd the capability to
assess the safety of recombinant DNA
research experiments and any poten-
tial risk to public health or the envi-
ronment. At least two members (but
not less than 20 percent of the mem-
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bership of the committee) shall not be
affiliated with the Institution (apart
from their membership on the IBC)
and shall represent the interest of the
surrounding community with respect
to health and protection of the envi-
ronment. Members meet this require-
ment if. for example, they are officials
of State or local public health or envi-
ronmental protection agencies, mem-
bers - of other local governmental
bodies, or persons active in medical,
occupational health, or environmental
concerns in the community. The Bio-
logical Safety Officer (BSO), manda-
tory when research is being conducted
at the P3 and P4 levels, shall be a
member (see Section IV-D-4).

IV-D-2-b. In order to ensure the
professional competence necessary to
review recombinant DNA activities, it
is recomended that (I) the IBC include
persons from disciplines relevant to re-
combinant DNA technology, biological
safety, and engineering; (ii) the IBC
include, or have available as consul-
tants, persons knowledgeable in insti-
tutional commitments and policies. ap-.
plicable law, standards of professional
conduct and practice, community atti-
tudes, and the environment; and (iii)
at least one member be a nondoctoral
person from a laboratory technical
staff.

IV-D-2-c. The Institution shall iden-
tify the committee members by name
in a report to the NIH Office of Re-
combinant DNA Activities (ORDA)
and shall include relevant background
information on each member in such
form and at such times as ORDA may
require. (See the Administrative Prac-
tices Supplement for further guid-
ance.)

IV-D-2-d. No member of an IBC
may be involved (except to provide in-
formation requested by -the IBC) in
the review or approval of a project in
which he or she has been, or expects
to be, engaged or has a direct financial,
interest.

IV-D-2-e. The Institution may es-
tablish procedures that the IBC will
follow in its initial and continuing
review of applications, proposals, and
activities. (IBC review procedures are
specified in section IV-D-3-a.)

IV-D-2-f. Central to implementation
of the Guidelines is the review of pro-
posed experiments by the IBC. The
Institution shall submit, within 30
days of IBC approval, an MUA to NIH
(ORDA), or shall "otherwise register
proposed experiments as specified
under Sections IV-D-I-c, IV-D---d.
and IV-P. In carrying out this respon-
sibility, the Institution shall comply
with instructions and procedures spec-
ified in the Administrative Practices
Supplement.

IV-D--2-g. Institutions are encour-
aged to open IBC meetings to the
public whenever possible, consistent

with protection of privacy and propri-
etary interests.

IV-D-2-h. Upon request, the Institu-
tion shall make available to the public
all minutes of IBC meetings and any
documents submitted to or received
from funding agencies which the
latter are required to make available
to the public (e.g., MUAs. reports of
Guideline violations and significant re-
search-related accidents, and agency
directives to modify projects). If com-
ments are made by members of the
public on BC actions, thie Institution
shall forward to NIH both the c9m-
ments and the IBC's response.

IV-D-3. Functions of the lBC. On
behalf of the Institution, the IBC is
responsible for.

IV-D-3-a. Reviewing for compliance
with the NIH Guidelines all recombin-
ant DNA research to be conducted at
or sponsored by the Institution. and
approving those research projects that
it finds are in conformity with the
Guidelines. (See Administrative Prac-
tices Supplement. II-D, for prior NIH
approval requirements.) This review
shall include:

IV-D-3-a-(1). An independent as-
sessmerit of the containment levels re-
quired by these Guidelines for the
proposed researcl and

IV-D-3-a-(2). An assessment of the
facilities, procedures, and- practices,
and of the training and expertise of
recombinant DNA personnel.

No=S See Laboratory Safety monograph
(pages 187-190) for suggested guidance in
conducting this review.

IV-D-3-b. Authorizing the Principal
Investigator (PI) to proceed with the
project upon receipt of proper agency
approval: or authorizing the P1 to pro-
ceed, without agency approval to nlU-
ate or change a project for which none
of the exceptions under IV-D-1-c
apply. t

Nors Some examples of work that might
ordinarily proceed without prior funding-
agency approval are the initiation of a proj-
ect at the Pi or P2 level (other than the
first project at the Institution). Other exam-
pies are significant changes in hosts or vec-
tors. in the donor species or the nature of
the DNA segment selected, or In the physi-
cal location of the experiments. Still others
are single-step reductions in containment
level for (I) experiments with DNA recom-
binants from cellular DNAs that have been
purified and are Judged to be free of harm-
ful sequences (see Section III-A-3-a) and
for (Ii) clones that hare been characterized
and Judged to be free of harmful sequences
(see Section IIl-A-3-b). It should be clear.
however, that the funding agency must be
notified of IBC approvals even when prior
agency approval is not required. See the Ad-
miniLstrative Practices Supplement for fur-
ther discussion.

IV-D-3-c. Reviewing periodically re-
combinant DNA research being con-
ducted at the Institution, to insure

that the requirements of the Guide-
lines are being fulfilled.

IV-D-3-d. Adopting emergency plans
covering accidental spills and person-
nel contamination resulting from such
research.

NoTrm Basic elements in developing specif-
Ic procedures for dealing with major spills
of potentially hazardous materials in the
laboratory are detailed in the Laboratory
Safety Monograph. Included are informa-
tion and references on decontamination and
emergency plans. NIH and the Center for
Disease Control are available to provide con-
sultaton, and direct assistance if necessary.
as posted In the LSM. The Institution shall
cooperate with the State anxd local public
health departments, reporting any signifi-
cant research-related illness or accident
that appears to be a hazard to the public
health.

IV-D-3-e. Reporting within 30 days
to the appropriate institutional offi-
cials and to the NIH Office of Recom-
binant DNA Activities (ORDA) any
signflcanL problems with or violations
of the Guidelines. and any sigiificant
research-related accidents or illnesses,
unless the IBC determines that the PI
has done so.

IV-D-3-f. Performing such other
functions as may be delegated to the
IBC under Section IV-D-I.

Ilr-D-4. Biological Safety Officer.
The Institution shall appoint a BSO if
It engages in recombinant DNA re-
search at the P3 or P4 containment
level. The officer shall be a member of
the Institutional Biosafety Committee
(IBC). and his or her duties shall in-
elude (but need not be limited to)-

IV-D-4-a. Insuring through periodic
inspections that laboratory standards
are rigorously followed:

IV-D-4-b. Reporting to the IBC and
the Institution all significant problems
with and violations of the Guidelines
and all significant research-related ac-
cidents and Illnesses of which the BSO
becomes aware, unless the BSO deter-
mlnes'that the Principal Investigator
(PI) has done so.

IV-D-4-c. Developing emergency
plans for dealing with accidental spills
and personnel contamination, and in-
vestigating recombinant DNA research
laboratory accidents:

IV-D-4-d. Providing advice on labo-
ratory security;

IV-D-4-e. Providing technical advice
to the PI and the IBC on research
safety procedures.

No=n See Laboratory Safety Monograph
for additional information on the duties of
the BSO.

IV-D-5. Principal Inrestigafor On
behalf of the Institution, the Pi is re-
sponsible for complying fully with the
Guidelines in conducting any recom-
binant DNA research.

IV-D-5-a. P-GeneraL As part of
this general responsibility, the PI
shall:
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IV-D-5-a-(1). Initiate or modify no

recombinant DNA research subject to
the Guidelines until that research, or
the proposed modification thereof, has
been approved by the Institutional
Biosafety Committee,(IBC) and has
met all other requirements of the
Guidelines and the Administrative
Practices Supplement (APS), and
make changes to conform if the NIH
Office of Recombinant DNA Activi-
ties' (ORDA's) review so requires;

IV-D-5-a-(2)..Report 'within 30 days
to the IBC and NIH (ORDA) all sig--
nificant problems with and, violations

- of the Guidelines and all significint'
research-related- accidents .and ill-
nesses;

IV-D-5-a-(3). Report to the IBC and
to NIH (ORDA) new infdrmation bear-
ing on the Guidelines;

IV-D-5-a-(4). Be adequately trained
in good microbiological techniques;

IV-D-5-a-(5). Adhere to IBC-ap-
proved emergency plans for dealing
with accidental spills and personnel
contamination; and

IV-D-5-a-(6). Comply with shipping
'requirements for recombinant DNA
molecules. (See Section II-C for ship-
ping requirements, Laboratory Safety
Monograph for technical recommen-
dations, and the APS for administra-
tive instructions and procedures. The
requesting laboratory niust be in com-
pliance- with the NIH Guidelines and
tinder aplropriate review by its IBC,
and the 'sending investigator must.
maintain a record of all shipments of
recombinant DNA materials.)

IV-D-5-b. Submissions by the PI to
NIH. The PI shall:

IV-D-5-b-(1). Submit information to
NIH (ORDA) in order to have new
host-vector systems certified;

IV-D-5-b-(2). Petition NIH, with
notice to the IBC, for exemptions to

-these Guidelines (see Sections I-E-4
and I-E-5 and, for additional informa-
tion on procedures, the APS); and
, IV-D-5-b-(3). Petition NIH, with

concurrence of the IBC, for exceptions
to the prohibitions under these Guide-
lines (see, Section I-D and, for addi-
tional Information on procedures, the
APS).

IV-D-5-c. Submissions by the-PI to
the IBC. The PI shall:

IV-D-5-c-(1). Make the initial deter-
mination of the required levels of
physical and biological containment in
accordance with the Guidelines; • •

IV-D-5-c-(2). Select appropriate mi-
crobiological practices and laboratory
techniques to be used in the research;

IV-D-5-c-(3). Submit the initial re-
search protocol (and also subsequent
changes-e.g., changes in the-source of
DNA or host-vector system, which re-
quire a new of revised Memorandum
of Understanding and Agreement) to
the IBC for review and approval or
disapproval; and

NOTICES

IV-D-5-c-(4).'Remain in communica-
tion with the IBC throughout, the con-
duct of the project..

IV-D-5-d. PI Responsibilities 'After
Approval but Prior to Initiating the
Research. The PI is responsible for:IV-D-5-d-(1). Making available to
the laboratory staff copies of the ap-
proved protocols that describe the po-
tential biohazards and the precautions
to be taken; _

IV-D-5-d-(2). Instructing and train-
ing staff int the practices and tech-
niques required to ensure safety and
in the procedures for dealing with ac-
cidents; and
' IV-D-5-d-(3). Informing the staff of
the reasons and provisions for any pre-
cautionary medical practices advised
or requested, such as vaccinations or
serum collection.

IV-D-5-e. PI Responsibilities During
the Conduct of the Approved Research.
The PI is responsible for

IV-D-5-e-(1). Supervising the safety
performance of the staff to ensure
that the required safety practices and
techriiques are employed;

IV-D-5-e-(2). Investigating and re-
porting in writing to ORDA, the Bio-
logical, Safety Officer (where applica-
ble), and the IBC any significant prob-
lems pertaining to the operation and
implementation of containment -prac-
tices and procedures;

IV-D-5--(3). Correcting work errors
conditions that may result in the re-
lease of recombinant DNA materials;
• IV-D-5-e-(4). Ensuring the integrity
of the physical containment (e.g., bio-
logical safety cabinets) and the bio-
logical containment (e.g., purity, and
genotypic and phenotypic characteris-
tics); and

IV-D-5-e-(5). Publications. PIs are
urged to include, in all publications re-
porting on recombinant DNA research,
a description of the physical and bio-
logical containment procedures em-
ployed.

IV-E. Responsibilities of NIH
IV-E-1. Director. Thd Director, NIH,

is responsible for (I) establishing the
NIH Guidelines in recombinant DNA
research, (ii), overseeing their Imple-
mentation, and (ii) their final inter-
,pretation.

The Director has a number of re-
sponsibilities under the Guidelines
that involve the NIH Office of Recom-
binant DNA Activities (ORDA) and
the Recombinant DNA Advisory Com-
mittee (RAC). ORDA's responsibilities
under the Guidelines are administra-
tive. Advice from the RAC is primarily
scientific and technical. In certain cir-
.cumstances, there is specific -opportu-
nity" for public comment, with pub-
lished response, before final action.

IV-E-1-a. General Responsibilities
-of the Director, NIH. The responsibil-
ities of the Director shall include the
following: -,

IV-E-I-a-(1). Promulgating require-
ments as necessary to Implement the
Guidelines;

IV-E-l-a-(2). Establishing and main-,
taining the RAC to carry out the re-
sponsibilities set forth In Section IV-
E-2. The RAC's membership is speci-
fied in Its charter and In Section IV-E-

IV-E-1-a-(3). Establishing and main-
taining ORDA to carry out the respon-
sibilities defined In Section, IV-E-3:
and

IV-E-i-a-(4). Maintaining the Fed-
eral Interagency Advisory Committee
on Recombinant DNA Research estab-
lished by the Secretary, HEW, for
advice on the coordination of all Fed.
eral programs and activities relating to
recombinant DNA, Including activities
of the RAC.

IV-E-l-b. Specific Responsibilities
of the Director, NIH. In carrying out
the responsibilities set forth in this
Section, the Director shall weigh each
proposed action, through appropriate
analysis and consultation, to deter-
mine that It complies with the Guide-
lines and presents no significant risk
to health or the environment.

IV-E-l-b-(1). The Director is respon-
sible for the following major actions
(For these, the Director must seek the

,advice of the RAC and provide an op-
portunity for public and Federal
agency comment. Specifically, the
agenda of the RAC meeting qiting the
major actions will be published In the
FEDERAL REGISTER at least 30 days
before the meeting, and the Director
will also publish the proposed actions
in the FEDERAL REGISTER for comment
at least 30 days before the meeting. In
addition, the Director's proposed deci-
sion, at his discretion, may be pub.
lished in the FEDERAL REGISTER for 30
days of comment before final action is
taken. The Director's final decision,
along with response to the comments,
will be published in the. FEDERAL Rsa-
IsTER and the Recombinant DNA Tech-
nical Bulletin. The RAC and IBC
chairpersons will be notified of this
decision): ,

IV-E-l-b-(D-(a). Changing contain-
ment levels for types of experiments
that are specified in the Guidelines
when a major action is involved;

IV-E-1-b-(l)-(b). Assigning contain-
ment levels for types of experiments
that are not explicitly considered in
the Guidelines when a major action Is
involved;

IV-E-l-b-(1)-(c). Certifying new
host-vector systems, with the excep-
tion of minor modifications of already
certified systems [The standards and
procedures for certification are do-
scribdd in Section II-D-2-a. Minor
modifications constitute, for example,
those of minimal or no consequence to
the properties relevant to contain-
ment. See the Administrative Prac.
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tices Supplement (APS) for further in-
formation];,

IV-E-1-b-(l)-(d). Promulgating and
amending a list of classes of recombin-
ant DNA molecules to be exempt from
these Guidelines because they consist
entirely of DNA segments from species
that exchange DNA by known physio-
logical processes, or otherwise do not
present a significant risk to health or
the environment (see Sections I-F_-4
and -5 and the APS for further infor-
mation);

IV-F_1-b--(l)-(e). Permitting excep-
tions to the prohibited experiments in
the Guidelines, in order, for example.
to allow risk-assessment studies; and

IV-E-1-b-(D-(f). Adopting other
changes in the Guidelines.'

L -E-I-b-(2). The Director is also re-
sponsible for the following lesser ac-
tions. (For these, the Director must
seek the advice of the RAC. The Di-
rector's decision will be transmitted to
the RAC and IBC chairpersons and
published in the Recombinant DNA
Technical Bulletin):

IV-E-l-b-(2)-(a). Interpreting and
determining containment levels, upon
requestby ORDA;

IV-E-l-b-(2)-(b). Changing contain-
ment levels for experiments. that are
specified in the Guidelines (see Sec-
tion III);

IV-E-l-b-(2)-(c). Assigning contain-
ment levels for experiments not ex-'
plicitly considered in the Guidelines
(see Section III); and

IV-,-1-b-( 2)-d). Designating cer-
tain class 2 agents as class I for the
purpose of these -Guidelines (see Foot-
note 1 and Appendix B).

IV-iE-l-b-(3). The Director is also re-'
sponsible for the following actions
(The Director's decision will be trans-
mitted to the RAC and IBC chairper-
sons and published in the Recombfh-
ant DNA Technical Bulletin):

IV-FI--b-(3)-(a). - Interpreting the
Guidelines for experiments to which
the Guidelines specifically assign con-
tiinment levels;-

I7V-E-l-b-C3)-(b). Determining ap-
propriate containment conditions for
experiments according to case proce-
dence developed under Section IV-E-
1-b-(2-)-(c).

IV-E-1-b-(3)-(c). Determining ap-
propriate containment conditions
upon case-by-case analysis of experi-
ments explicitly considered 'in the
Guidelines but'for which no contain-
ment levels have been set (see Foot-
note 45 in Part V; Sections III-C-1-a
through -e; and Sections .III-C -2 and
-3);'

IV-E-l-b-(3)-(d). Authorizing. under
procedures specified by the RAC,
large-scale experiments (i.e., involving
more than 10 liters of culture) for re-
combinant DNAs that are rigorously
characterized and free'of harmful se-

quences (see Footnote 3 and Section I-
D-6);

IV-E-l-b-(3)-(e). Lowering contain-
ment levels one step for characterized
clones involving primate DNA or for
experiments using purified primate.
DNA (see Sections III-A-3-a and -b.
and Footnotes 3 and 41);

IV-E-1-b-(3)-(f). Lowering contain-
ment levels for experiments nvolving
other characterized clones or purified
DNA below P1 + EKI (see Sections
III-A-3-a and -b, and Footnotes 3 and
41);

IV-E-l-b-(3)-(g). Lowering contain-
ment levels for characterized clones or
purified DNA beyond one step (see
Sections III-A-3-a and -b, and Foot-
notes 3 and 41);

IV-E-1-b-(3)-(h). Approving minor
modifications of already certified host-
vector systems (The standards and
procedures for such modifications are
described in Section II-D-2-a); and

IV-E-1-b-(3)-(i). Decertifying al-
ready certifled.host-vector systems.

IV-E-1-b-(4). The Director shal
conduct, support, and assist training
programs in laboratory safety for In-
stitutional Biosafety Committee mem-
bers, Biological Safety Officers. Princi-
pal Investigators and laboratory staff.

IV-E-1-b-(5). The Director, at the
end of 36 months from the time these
Guidelines are promulgated, will
report on the Guidelines, their admin-
istration, and the potential risks and
benefits of"this research. In doing so,
the Director will consult with the
RAC and the Federal Interagency
Committee. Public comment will be so-
licited on the draft report and taken
into account in transmitting the final
report to the Assistant Secretary for
Health'and the Secretary, HEW.

IV-E-2. Recombinant Advisory Corn-
mittee The NIH Recombinant DNA
Advisory Committee (RAC) is respon-
sible for carrying out specified func-
tions cited below as well as others as-
signed under its charter or by the Sec-
retary. HEW, the Assistant Secretary
for Health. and the Director, NIH.

The members of the committee shall
be chosen to provide, collectively, ex-
pertise in scientific fields relevant to
recombinant DNA technology and bio-
logical safety-e.g., nilcrobiology, mo-
lecular biology, virology, genetics, epi-
demiology, infectious dieseases, the bi-
ology of enteric organisms, botany,
plant pathology, ecology, and tissue
culture. At least 20 percent of the
members shall be persons knowledge-
able in applicable law, standards of
professional conduct and practice,
public attitudes, the' environment.
public health, occupational health, or
related fields. Representatives from
Federal agencies shall serve as nonvot-
ing members, Nominations for the
RAC may be submitted to the NIH

Office of Recombinant DNA Activi-
ties.

All meetings of the RAC will be an-
nounced in the Fmwm RsnsTs, in-
cluding tentative agenda items. 30
days in advance of the meeting. with
final agendas (If modified) available at
least 72 hours before the meeting. No
Item defined as a major action under
Section IV-E-I-b-(l) may be added to
an agenda after It appears in.the Frn-
EmAL REcISTEa.

IV-E-2-a. The R4C shall be responsi-
ble for advising the Director NIH, on
the actions listed in Section IV-E-1-b-
(1) and -(2).

IV-E-3. The Office of Recombinant
DNA Activities. ORDA shall serve as a
focal point for Information on recom-
binant DNA activities and provide
advice to all within and outside NIH.
including Institutions. Biological
Safety Committees. Principal Investi-
gators, Federal agencies, State and
local governments, and institutions in
the private sector. ORDA shall carry
out such other functions as may be
delegated to It by the Director. NIH.
Including those authorities described
In Section IV-E-I-b-(3). In addition.
ORDA shall be responsible for the fol-
Ioving:

IV-E-3-a. Review and approval of
Institutional Biosafety Committee
(IBC) membership;

IV-E-3-b. Registration of recombin-
ant DNA projects; and

IV-E-3-c. Review of Memoranda of
Understanding and. Agreement
(MUAs). and approval of those that
conform to the. Guidelines- In so
doing, ORDA shall:

IV-E-3-c-(1). Conduct an independ-
ent evaluation of the containment
levels required for the resear cov-
ered by these Guidelines;

IV-E-3-c-(2). Determine whether
the physical and biological contain-
ment levels approved by the IBC are
In accordance with the requirement of
the Gudellnes:

IV-_-3-c-(3). Notify Institutions and
the IBC chairperson in a timely fash-
Ion when MUAs (including changes in
ongoing projects) do not conform to
the Guidelines, and inform them of
corrective measures to be taken;

IV-E-3-c-(4). Publish in the FE=p'r.
Rras'rms

IV-E-c-(4)-(a. Announcements of
Recombinant DNA Advisory Commit-
tee (RAC) meetings and agendas 30
days in advance, with publication of
the Director's proposed decision for 30
days of public and Federal agency
comment followed by a published re-
sponse, on any action listed in Section
IV-E-1-b-( 1); and

IV-E-3-c-4)-(b). Announcements of
RAC meetings and agendas 30 days in
advance on any action listed in Section
WV-E-I-b-(2).
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NOTE.-If the agenda for an RAC meeting.
Is modified, ORDA shall make the revised
agenda available to anyone, upon request, at
least 72 hours in advance of the meeting.

IV-E-3-c-(5). Publish tthe Recombin-
ant DNA Technical Bulletin; and

IV-E-3-c-(6). Serve as executive sec-
retary to the RAC.

IV-E-4. , Other NIH 'Components.
Other NIH components shall be re-
sponsible for:

IV-E-4-a. Awarding no grant or con-
tract involving recombinant DNA
techniques unless a properly executed
MUA has been received;

IV-E-4-b. Certifying P4 facilities, in-
specting them periodically andinspec-
tion other recombinant DNA facilities
as deemed necessary; and

IV-E-4-c. Announcing and distribut-
ing certified HV2 and HV3 host-vector
systems (see Section II-E-3).

(See Administrative Practices Sup-
blement for additional information on
the administrative procedures of
ORDA and other NIH components.)

IV-F. Registration -

IV-F-1. Required Registration. Insti-
tutions receiving NIH funds for recom-
binant DNA projects shall inform NIH
of all recombinant DNA projects at
the institution. A non-NIH, project,
after approval by the Institutional
Blosafety Committee, shall be regis-
tered with NIH within,30 days of Initi-
ation. Applications for NIH projects
must be accompanied by a Memoran-
dum of Understanding and Agreement
(MUA).

For information on MUAs or equiva-
lent documents that must be submit-
ted for registration of recombinant
DNA projects, see the Administrative
Practices Supplement (APS).

IV-P-2. Federal Agency Registration.
Institutions at which recombinafit
DNA research projects funded by
other Federal agencies ,are conducted
need not register such projects with
NIH when the Federal agency main-
tains a registry and provides such iri-
formation to NIH. Registration of
non-NIH-funded research with the
NIH Office of Recombinant DNA Ac-
tivities (ORDA) is described in the
APS. (The information required is
similar to that in an MUA for NIH-
supported research.)

IV-F-3. Voluntary Registration and
Certification. Any institution that is
not required to comply with' the
Guidelines may nevertheless register
recombinant DNA research projects
with NIH by submitting the appropri-
ate information to ORDA. NIH will
accept requests for certification of
host-vector systems proposed by the
Institition. The submitter must agree
to abide by the physical and biological
containment standards of the NIH
Guidelines.

IV-F-4. Disclosure of Information.
Institutions are reminded that' they

should consider applying for a- patent
before submitting Information to
DHEW which they regard as poten-
tially proprietary. (Provisions for pro-
tection of proprietary information as
permitted under current DHEW au-
thorities will be proposed as a future
supplement to these Guidelines.)

IV-G., Compliance. As a condition
for NIH funding of recombinant DNA
research, Instititions must ensure that
such research conducted at or spon-
sored by the Instititon, irrespective.of
the source of funding, shall comply.
with these Guidelines. The policies on
noncompliance are as follows:

IV-G-1. All NIH-funded projects in-
volving recombinant DNA techniques
must comply with the NIH Guidelines.
Noncompliance may result in (i) sus-
pension, limitation, or termination of
financial assistance for siich projects
and of NIH funds for other recombin-
ant DNA research at the Institution,
-or (Ii) a requirement for prior NIH ap-
proval of any or all recombinant DNA
projects at the Institution.

IV-G-2. All non-NIH-funded pro-'
jects involving recombinant DNA tech-
niques conducted at or sponsored by
an Institution that receives NIH funds
for projects involving such techniques
must comply with the NIH Guidelines.
Noncompliance nmay result in (i) sus-
pension, limitation, or termination of
NIH funds for recombinant DNA re-
search at the Institution, or (ii) a re-
quirement for prior NIH approval of
any or all recombinant DNA projects
at the Institution. -

IV-G-3. Information concerning
noncompliance with the Guidelines
may be brought forward by any
person. It should be delivered to both
-NIH (ORDA) and the relevant InstitU-
tion. -The Institution, generally
through the IBC, shall take appropri-
ate action The Institution shall for-
ward a complete report of the incident
to ORDA, recommending any further
action indicated.

IV-G-4. In cases where NIH pro-
poses to suspend, limit, or terminate
financial assistance because of non-
compliance with the Guidelines, appli-
cable DHEW and Public Health Serv-
ice procedures-shall govern.

V. FOOTNOTES AND REFERENCES
1. The reference to organisms as Class 1,

2, 3, 4, or 5 refers to the classification in the
publication Classification' of Etiologic
Agents on the Basis of Hazard, 4th Edition,
July 1974; U.S. Department of Health, Edu-
cation, and Welfare, Public Health Service,
Center for Disease Control, Office'of Biosa-
fety, Atlanta, Georgia 30333. The list of oi-
ganisms in each class, as given in this publi-
cation, Is reprinted in Appendix B to these
Guidelines.

The Director; NIH, withadvice of the-Re-
combinant DNA Advisory Committee, may
designate certain of the agents which are
listed as Class 2 in the Classification of
Etiologic Agents on the Basis of Hazard, 4th

Edition. July, 1974. as Class 1 agents for the
purposes of these Guidelines (see Section
IV-E-l-b-(2)-(d)). An updated list of such
agents may be obtained from the OffiCe of
Recombinant DNA Activities (ORDA), Na-
tional Institutes of Health, Bethesda, Mary-
land 20014.

The entire Classification of Etiologic
Agents on the Basis of Hazard Is in the proc-
ess of revision.

One exception to the prohibition of for.
mation 'of recombinant DNAs derived from
Class 3, 4, or 5 agents is that the formation
of recombinant DNAs derived from Veslcu-
lar Stomatitis Virus (VSV) Is not prohibited,
The reason for this Is explained hi the "De
cision Document" accompanying the pro.
posed revised guidelines published in the
FEDERAL REGISrTE on July 28, 1978. HoweV.
er, as noted in Appendix B. a permit from
the U.S. Department of Agriculture Is re-
quired for the Import or Interstate transport
of VSV. This can be obtained form USDA-
APHIS, Veterinary Service, Federal Build.
ing, Hyattsville, Maryland 20782.

2A. In Parts I and III of the Guidelines,
there are a number of places wherke Judg-
ments are to be made. These Include: "cells
known to be Infected with such agents"
(Section I-D-1); "toxins potent for verte-
brates" (Section I-D-2); "beyond that which
occurs by natural genetic exchange" (Sec.
tion I-D-3); "known to acquire it naturally"
(Section I-D-5); "known to produce a potent
polypeptide toxin * * * or known to carry
such pathogens * * * not likely to be a prod. -

uct of closely linked eukaryote genes 0 4 *
shown not to contain such agents" (Section
III-A-1-a-(5)-(a)); "shown to be free of dis-
ease causing microorganisms" (Section III-
A-1-a-(5)-(b)); "close relatlvqs" (Section III-
C-3): and "produe a potent polypeptide
toxin" (Footnote 34).

In all these cases the principal Investiga-
tor is to make the initial judgment on these
matters as part of his responsibility to
"make the Initial determination of the re-
quired levels of physical and biological con-
tainment in accordance with' the Guide-
lines" (Section IV-D-7-a). In all these cases,
this Judgment Is'to be reviewed and ap
proved by the Institutional Blosafety Cora.
mittee ag part of Its rsponslblllty to make
"an independent assessment of the contain-
ment levels required by these Guidelines for
the proposed research" (Section IV-D-3-a-
(1)). If the IBC wishes, any specific cases
may be referred to the NIH Office of Re-
combinant DNA Activities as part of
ORDA's functions to "provide advice to; all
within and outside NIH" (Section IV-Z-_3),
and ORDA may request advice from the Re-
combinant DNA Advisory Committee as
part of the RAC's responsibility for "inter-
esting and determining Containment levels
upon request by ORDA" (Section IV-E-1-b-
(2)-(a)).1 3. The following types of data shoul4 be
considered in determining whether DNA re-
combinants are "characterized" and the ab.
sence of harmful sequences has been estab-
lished: (a) The absence of potentially harm-
ful genes (e.g., sequences contained in Indig
enous tumor viruses or sequences that code
for toxins, invasins, virulence factors, etc.,
that might potentiate the pathogenicity or
communicability of the vector and/or the
host or be detrimental to humans, animals,
or plants); (b) the types(s) of genetic Infor
Inatlon on the cloned segment and the
nature of transcriptional and translation
gene products specified; (c) the relationship
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between the recovered and desired segment
(e.g.. hybridization and restriction endonu-
clease fragmentation analysis where appli-
cable); (d) the genetic stability of the cloned
fragment; and (e) any alterations in the bio-
logical pr6perties of the vector-and host.
4, In Section I-E. "exemptions" from the

Guidelines are discussed. Such experiments
are nbt covered by the Guidelines and need
not be registered with NIH. In, Section I-D
on "prohibitions." the possibility of "excep-
tions" is discussed. AT "exception" means
that an experiment may-be expressly re-
leased from a prohibition. At that time it
will be assigned appropriate

5. Care should be taken to inactivate re-
combinant DNA before disposal. Procedures
for inactivating DNA can be found in the
"Laboratory Safety Monograph: A Supple-
ment to the NIH Guidelines for Recombin-
ant DNA Research."

6. Laboratory Safety at the Center for Dis-
ease Control (Sept. 1974). U.S. Department
of Health. Education and Welfare Publica-
tion No. CDC 75-8118.

7. Classification of Etiologic Agents on the
Basis of Hazard. (4th Edition. July 1974).
U.S. Department of Health. Education and,
Welfare. Public Health Service. Center for
Disease Control. Office of Biosafety, Atlan-
ta, Georgia 30333.

8. National Cancer Institute Safety Stand-
ards for Research Involving Oncogenic Vir-
uses (Oct. 1974). U.S. Department of Health.
Education and Welfare Publication No.
(NIH) 75-790.

9. National Institutes of Health Bioha-
zards Safety Guide (1974). U.S. Department
of Health, Education and Welfare. Public
Health Service. National Institutes of
Health. U.S. Government Printing Office,
Stock No. 1740-00383.

10. Biohazards in Biological Research
(1973). A. Heilman. IL N. Oxman. and R.
Pollack (ed.) Cold Spring Harbor Labora-
tory.

11. Handbook of Laboratory Safety (1971).
Second Edition. N. V. Steere (ed.). The
Chemical Rubber Co.. Cleveland.

12. Bodily, H. L. (1970). General Adminis-
tration of the Laboratory, H. L. Bodily. E. L.
Updyke. and J. 0. Mason (eds.). Diagnostic
Procedures for Bacterial. Mycotic and Para-
sitic Infections. American Public Health As-
sociation. New York. pp. 11-28.

13. Darlow, H. M. (1969). Safety in the Mi-
crobiological Laboratory. In J. R. Norris
and D. IVf. Robblns (ed.). Methods in Micro-

- biology. Academic Press, Inc. New York. pp.
169-204.

14. The Prevention of Laboratory Acquired
Infection (1974). C. H. Collins. E. G. Hart-
ley. and I. Pilsworth. Public Health Labora-
tory Service. Monograph Series No. 6.

15. Chatigny. NI. A. (1961). Protection
Against Infection in the Microbiological
Laboratory: Devices and Procedures. In W.
W. Umbreit (ed.). Advances in Applied Mi-
crobiology. Academic Press. New York. N.Y.
3:131-192.

16. Design Criteria for Viral Oncology Re-
search Facilities (1975). U.S. Department of
Health. Education and Welfare. Public
Health Service. 'National Institutes of
Health, DHEW Publication No. (NIH) 75-
891.

17. Kuehne. R. W. (1973). Biological Con-
tainment Facility for Studying Infectious
Disease AppL McrobloL 26-239-243.

18: Runkle. R. S.. and G. B. Phillips"
(1969). Microbial Containment Control

Faciliti,. Van Nostrand Reinhold. New
York.

19. Chatigny. M. A.. and D. I. Clinger
(1969). Contamination Control in Acrobto-
logy. In R. I. Dimmick and A. B. Akers
(eds.). An Introduction to Experimental
Aeroblology. John Wiley & Sons. New York.
pp. 194-263.

19A Horsfall. P. L,. Jr.. and J. H. Baner
(1940). Individual Isolation of Infected Ani-
mals in a Single Room. J. Bact. 40, 569-580.

20. Biological safety cabinets referred to
in this section are classified as Class I, Class
11, or Class III cabinets. A Class I is a venti-
lated cabinet for personnel protection
having an inward flow of air away from the
operator. The exhaust air from this cabinet
is filtered through a high-efficlency particu-
late air (HEPA) filter. This cabinet Is used
in three operational modes: (1) With a full-
width open front. (2) with an Installed front
closure panel (having four 8-inch diameter
openings) without gloves, and (3) i*lth an in.
stalled front closure panel equipped with
arm-length rubber gloves. The face velocity
of the inward flow of air through the full-
width open front is 75 feet per minute or
greater. A Class It cabinet is a ventilated
cabinet for personnel and product protec-
tion having an open front with Inward air
flow for personnel protection, and HEPA fil-
tered mass recirculated air flow for product
protection. The cabinet exhaust air is fil-
tered through a HEPA filter. The face ve-
locity of the inward flow of air through the
full-width open front is 75 feet per minute
or greater. Design and performance specfi-
cations for Class II cabinets have been
adopted by the National Sanitation Fdunda-
tlon. Ann Arbor. Miclilgan. A Class II cabi-
net is a closed-front ventilated cabinet of
gas-tight construction which provides the
highest level of personnel protection of all
biohazard safety cabinets. The interior of
the cabinet is protected from contaminants
exterior to the cabinet. The cabinet is fitted
with arm-length rubber gloves and is operat-
ed under a negative pressure of at least 0.5
Inches water gauge. All supply air is filtered
through HEPA filters. Exhaust air is fll-
tered through two HEPA filters or one
HEPA filter and Incinerator before being
discharged to the outside environment.

21. Hershfleld. V.. H. W. Boyer. C. Yan-
ofsky. TML A. Lovett. and D. R. Helinshi
(1974). Plasmid Col El as a Molecular Vehi-.

ec for Cloning and Amplification of DNA.
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Doneison. and D. S. Hogness (1974). A
System for Mapping DNA Sequences in the
Chromosomes of Drosophila Melanogaster.
Cell 3, 315-335.

23. Tanaka, T.. and B. Weisblum (1975).
Construction of a Colicin El-R Factor Com-
posite Plasmid In Vitro: feans for Amplifi-
cation of Deoxn'ibonucleic Acid. J. Bacter-
1o1 121, 354-362.

24. Armstrong. K. A.. V. Hershfield. and
D. R. Helinski (1977). Gene Cloning and
Containment Properties of Plasmid Col El
and Its Derivatives, Science 196, 172-174.

25. Bolivar. F.. R. L. Rodriguez, I& C. Bet-
lach. and H. V. Boyer (1977). Construction
and Characterization of New Cloning Vehi-
cles" L Ampicillin.Resistant Derivative of
pMB9. Gene 2, 75-93.

26. Cohen. S. N.. A. C. W. Chang. H.
Boyer. and R. Hellng (1973). Construction
of Biologically Functional Bacterial Plas-
mids in Vitro. Proc. Natl. Acad. Sdl. USA 70,
3240-3244.

27. Bolivar. F.. R. L Rodriguez. R. J.
Greene. M. C. Batlach. 7H. L. Reyneker. H.
W. Boyer. J. H. Crosa. and S. Falkow (1977).
Construction and Characterization of New
Cloning Vehicles: I. A M5ulti-Purpose CLon-
Ing System. Gene 2. 95-113.

28. Thomas. M.. J. R. Cameron. and R. W.
Dais (1974). Viable Molecular Hybrids of
Bacteriophage Lambda and Eukaryotic
DNA. Proc. Nat. Acad. So. USA 71 4579-
43583.

29. Murray. N. R. and K. Murray (1974).
Manipulation of Restriction Targets in
Phage Lambda to Form Receptor Chromo-,.
somes for DNA Fragment& Nature 251, 476-
481.

30. Rambach. A.. and P. Tiollas (1974).
Bacteriophage Haring EcoRi Endonuclease
Sites Only in the Non-Essentfial Region of
the Genome. Proc. Nat. Acad. Scl. USA 7I,
3927-3930.

31. Blattner. F. R.. B. G. Williams. A. E.
Bleche. K. Denniston-Thompson. H. E.
Faber. L, A. Furlong. D. J. Gunwald. D. 0.
Kiefer. D. D. Moore. J. W. Shumm. E. I.
Sheldon. and 0. Smithies (1977). Charan
Phages. Safer Derivatives of Bacteriophage
Lambda for DNA Cloning. Science 196, 163-
169.

32. Donoghue. D. J. and P. A. Sharp
(1977). An Improved Lambda Vector:. Con-
struction of Model Recombinants Coding for
Kanamycin Resistance. Gene 1. 209-227.

33. Leder. P.. D. Tiemeler and L, Enquist
(1977). EK2 Derivatives of Bacteriophage
Lambda Useful in the Cloning of DNA from
Higher Otganisms: The gt WFS System. Sci-
ence 196. 175-177.

33A. Skalka. A. (1978). Current Status of
Coliphage EK2 Vectors. Gene 3, 29-35.

33B. Szybalskl. W.. A. Skalka. S. Gottes-
man. A. Campbell. and D. Botstein (19"8).
Standardized Laboratory Tests for EK2 Cer-
tificatfion. Gene 3.36-38.

34. We are specifically concerned with the
remote possibility that potent toxins could
be produced by acquiring a single gene or
cluster of genes. See also footnote 2A.

35. Defined as observable under optimal
laboratory conditions by transformation.
transduction. phage infection, and/or conju-
gation with transfer of phage, plasmid. and/
or chromosomal genetic information. Note
that this definition of exchange may be less
stridgent than that applied to exempt or-
ganisms under Section I-E-4.

36. As classified in the Second Report of
the International Committee on Taxonomy
of Viruses: Classification and Nomenclature
of Viruses. Frank Fenner. Ed. Intervirology
7 (19-115) 1976. (As noted in the Prohibition
Section. the use of viruses classfied[l] as
Class 3. 4. or 5. other than VSV. is prohibit-
ed.)

37. The cDNA copy of the viral mRNA
must be >99% pure; otherwise as for shot-
gun experiments with eukaryotic cellular
DNA.

37A. For the purpose of these Guldelines.
viruses of the families Paporarridae, Aden-
oviridae and Herpetoviridae (36) should be
considered as "transforming- 1.iruses. While
only certain of these viruses have been asso-
elated with cell transformation in t'iro or in
vitro. it seems prudent to consider all mem-
bers to be potentially capable of transfor-
mation. In addition, those viruses of the
family Poxviridae that produce prolifera-
tive respohses-I.e.. myxoma. rabbit and
squirrel fibroma. and Yaba viruses-should
be considered as transformng -
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38. >99% pure (i.e., less than. 1% of the
DNA consists of intact viral genomes); oth.-
erwise as for whole genomes.

39. The viruses have been, classified by
NCI as "moderate-risk oncogenia viruses."
See "Laboratory Safely Monograph-A Sup-
plement to the NIH Guidelines. for Recom-
binant DNA Research" for recommenda-
tions on handling the viruses themselves

40. EK1CV means the use of an EKI host
and a vector certified for use in an EK2
system.

41. The DNA preparation Is defined, as
"purified" I, the desired DNA represents at
least 99% (w/w). of the total DNA In the
preparation, provided that it was verified by
more than one procedure.

42. The lowering of the containment level
when this. degree of purification has, been
obtained is based on the fact that the total
number of clones that must be examined to
obtain the desired clone, is. markedly re-
duced. Thus, the probability of cloning a
harmful gene courd, for example, be re-
duced by more than 10-fold when a nonre-
petitive gene from' mammals, was being
sought. Purthermore. the level of purity
specified here makes it easier to establish
that the desired DNA does .not contain
harmfui genes.

43. This is not, permitted, of course, IL it.
falls under any- of the Prohibitions o Sec-
tion X-D. Of particular concern heke is pro-
hibition I-D-5, i.e., "Deliberate transfer of a
drug resistance trait to microorganisms.that
are not known to acquire it naturally, if
such -acquisition could compromise the use-
of a drug to control disease agents in human
or veterinary medicinelor agriculture."

44. Because this work will be done almost
exclusively In tissue culture cells, which
have no capacity for propagation, outside
the laboratory, the primary' focus' for' con-
tainment is the vectorn. It shouldbe pointed
out that risk of laboratory-acquired infec-
tion as a consequence of tissue culture ma-
nipulation Is verylow. Given, good microbio-
logical practices.,the most likely mode. of
escape of recombinanV DNAs from a pbys-
Ically contained laboratory is carriage by. an
infectedhuman. Thus the vector with an in-'
serted DNA segment should have little or no
ability to replicate or spread in -humans.

For use as a vector in a vertebrate host
cell: system, an animal viral DNA molecule
should display the following properties.

(1) It should not consist of the whole
genome of any agent that is infectious for
humans. dr that. replicates to, a. significant
extent, in human cells. in tissue culture. If'
the recombinant. molecule= is used to rans.-
form nonpermissive cells. (Le., cells. which. do
not produce infectious, vlrus-particlesY., this;
is nol a requirement.

(if) It should be derived from a virus-
whose. .pldemiological -behavior. and host
range are well understood.

(1I11In permissive, cells; it should, be'defec-
tive when carrying an inserted DNA seg-
ment (Le.. -propagation: of, the recombinant
DNA. asa. virus must be dependent, upon the.
presence of .a, . complementing. helper
genome). In almost all cases this condition
would Pe achieved automatically by, the ma-
nipulations used to construct and, propagate
the recombinants., In addition, the amount
of DNA. encapsidated. I, the particles "of
most animal viruses is defined within fairly
close limits. The, Insertion of sizableforelgn-
DNA sequences, therefore-- generally de-,
mands a compensatory deletion of -viral se-
quences. It may, be possible to. .introduce

very short insertions (50-100 base pairs)
without rendering the viral vector defective.
In such. a situation, the requirement. that
the viral vector be defective- is not, neces-
sary, except. inthose cases in which the in-
serted DNA encodes a, biologically active po-
lypeptide.
, It is desired but not required that the
functional' anatomy of the vector be
known-that is, there should be a, clear idea
of'the location within themolecule of: .-

(i) The sites at which DNA synthesis origi-
nates and terminates, P

(if) The sites that are cleaved' by restric-
tion endonucleases, and

(iDi) The template regions for the major
gene product.

If possible the helper virus genome
should: (i) Be integrated Into the genome of
a stable line of host, cells (a situation that
would effectively limit the growth of the
vector recombinant to such cell lines), or

(i) Consist, of a defective genome, or an.
appropriate conditional lethal mutant, virus,
making vector and-helper dependent upon.
each otherfor propagation.

However; neither of these stipulations is a
requirement.

45. Review by NIH on a case-by-case basis
means that NIH must review and set appro-
priate, containment conditions before the
work may be undertaken. NIH actions- in
such case-by-case reviews will be published'
In the Recombinant DNA Technical Bulle-
tin. '

46. Provided the inserted DNA -equences
are not derived. from. eukaryotic viruses. In
the latter case, such experiments will be
evaluated on a case-by-case-basis.

4.7. ;99,% pure. otherwise as. for shotgun
experiments.

APPENDIX A

Section, I-E4 states that exempt from
these. Guidelines are "certain specified re-
combinant DNA molecules that consist en-
tirely of DNA segments from different spe-
cies that exchange DNA-by known physio-
logical processes, though one or more of the.
segments may be a synthetic equivalent. A.
list of such exchangers will be prepared and
periodically revised by the Director, NIH,
with-advice of the Recombinant DNA Advi-
sory Committee, after appropriate notice
and opportunity for public comment, (see
Section IV-E-l-b-(1)-(d).) Certain classes
are exempt as of publication, of these'Re-
vised Guidelines. The list isin Appendix. A"

Under exemptiorn I-E-4 of these revised
Guidelines are recombinant DNA, molecules,
that are W composed entirely of DNA seg-
ments from, one or more. of the organisms of
the-following clasges, and (2) to. be propagat-
ed in. any of..the- organism& listed below.
.(Classification of Bergey's Manual of.Deter-
minativeBacteriology, eighth dtiort. R. E.
Buchanan and N. E. Gibbons, editors. Wil-
liams and 'Wilkins 'Company: Baltimore,
1974.) '

1. Genus Escherichia
'2. Genus 'Shigella,' - I
'3" Genus Salmonella (including Arizona)
4. Genus Enterobacter
5. Genus Citrobacter(including, Leuine)'
-6. Genus.Xlebsiella
.7-Brinia amlovora
8. 1'seudomonas aeruginosa-
9. Serratia marcescens

APPENDIX B

CLASSIFICATION OF MICROORGANISMS ON
THE BASIS OF HAZARD

I. Classification of Etiologic Agents oil the
Basis of Hazard (1)

A. Class I Agents

All bacterial, parasitc6 fungal, viral, rick-
ettsial, and chlamydial agents not Included
In higher classes.

B. Class 2 Agents

1. Bacterial Agents

Actinobacillus-all species except. A. mallei,
which is in Class 3

Arizona hinshawii-all serotypes
Bacillus, anthracis
Bordetella-all species
Borrelia recurrenlis, B. Wtncenit
Clostridium botulinu a, Cl. chauvoet, 'Cl.

haemolyticum, CL histolyticum, Cl. novyi,
CL septicum, Cl. tetani

Corynebacterium diptheriae, C. equl, C' hae-
molyticum, C. pseudotuberculois, C. pyo,
genes, C. renale

Diplococcu' (Streptococcus) pneumoniae
krysipelothrix insidiosa
Escherichia coli-all enteropathogenic scro-

types
Haemophilus ducreyi, H. influen~ae
Herellae vdginiola
Kiebsiella-all species and all serotypes
Leptospira interrogans-all serotypes
Listerfa-all species
Mima polymorpha
Moraxella-all species
Mycobacteria-all species except those

listed In Class,3
Mycoplasma-all species except Myco'

plasma mycoides, and Mycoplasma agalac.
.tiae, *hlch are In Class 5.

Neisseria gonorrhoeae, N meningtdit
Pasteurella-all species except those listed

In Class 3
Salmonella-all species and all serotypes
Shigella-all species, and all serotypes
Sphacerophorus necrophorus
Staphylococcus, aureus;
Strei5tobacillus moniliformis
Streptococcus pyogenes
Treponema carateun, T, pallidum, and T,

pertenue
Vibrio fetus, V. comma,. Including blotype El
Tor, and V. parahemolyticus

2 FungatAgens

'Actinomycetes (including Nocardlia species
and Acttnomyce species and. Arachnia
propionica)

Blastomyce dermattlidis
Cryptococcus neoformans
Paracoccidioides brasiliensis

3. Parasitic Agents

Endamoeba histolytica
Leishmania sp.
Waegleria gruberi
Toxoplasma gondii
Toxocara canis
Trichinella spiralis
Trypanosoma cruzi

4. Viral, Rickettsia, and Chlarnydial Agents

Adenoviruses-human-all typesT
Cache Valley virus,

'Since the publication of the classification
In 1974 [1i, the Actinomyceles have been re-
classified as bacterial rather than $ungal
agents.
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Coxsackie A and B viruses
Cytomegaloviruses
Echlviruses-all types
Encephalomyocarditis virus (EA1C)
Flanders virus
Hart Park virus
Hepatitis-associated antigen material
Herpes viruses-except Herpesvirus simiae

(Monkey B virus) which is in Class 4
Corona viruses
Influenza viruses-all types except A/PR8/

34. which is in Class 1
Langat virus
Lymphogranuloma venereum ageht
Measles virus
Mumps virus
Parainfluenza virus-all types exqept Par-

ainfluenza virus 3, SF4 strain, which is In
Class 1

Polioviruses-all types, wild and attenuated
Poxviruses-all types except Alastrim,

Smallpox, Monkey pox, and Whitepox,
which depending on experiments, are in
Class 3 or Class 4

Rabies virus-all strains except Rabies
street virus, which should be classified in
Class 3 when inoculated into carnivores

Reoviruses-all types
Respiratory syncytial virus
Rhinoviruses-all types
Rubella virus
Simian viruses-all types qxcept Herpes-

virui simiae (Monkey B virus) and Mar-
burg virus, which are in Class 4

Sindbis virus
Tensaw virus
Turlock virus .
Vaccinia virus
Varicella virus
Vole rickettsia
Yellow fever virus, 17D vaccine strain

C. Class 3 Agents

1. Bacterial Agents

Actinobacillus malle&i
Bartonella-all species
Brucella-all species
Francisella tularensis
Mycobacterium aviuml, T. bovis, AL tubercu-

losis
Pasteurella multocide type B ("buffalo" and

other foreign virulent strains -

Pseudomonas pseudomallei
Yersenia pestis

2. Fungal Agents

Coccidioides immitis
Histoplasma capsulatum
Histoplasma capsulatum var. duboisii

3. Parasitic Agents

Schistosoma mansoni

4. Viral Rickettsia and Chlamydial Agents

Alastrim, Smallpox, Monkey pox, and White-
pox, when used in vitro

Arboviruses-all strains except those in
Class 2 and 4 (Arboriruses indigenous to
the United States are in Class 3. except
those listed in Class 2. West Nile and Sem-
liki Forest viruses may be classified up or
down, depending on the conditions of use
and geographical location 'of the labora-
tory.)

2USDA permit also required for import or
interstate transport. ,

Dengue virus, when used for transmission or
animal inoculation experiments

Lymphocytic chorlomeningills virus (LCM)
Psittacoss.Ornithosis-Trachomfla group of
agents

Rabies street virus, when used in Inocula-
tions of carnivores (See Class 2f

Rickett a-all species except Vole rickettsia
when used for transmission or animal In-
oculation experiments

Vesicular stomailtls virus2

Yellow fever virus-wild, when used in vitro

D. Class 4 Agents

1. Bacterial Agents

None

2. Fungal Agents

None

3. Parasitic Agents

None

4. Viral. Rlickettsal. and Chlamydial Agents

Alastrim, Smallpox, Monkey pox, and White.
pox, when used for transmission or animal
Inoculation experiments

Hemorrhagic fever agent.% including Cri-
mean hemorrhagic fever (Congo), Junin,
and Machupo viruses, and others as yet
undefinei

Herpesvirus slmlae (Monkey B virus)
-Lassa virus
Marbyrg virus
Tick-borne encephalitis virus complex, In-

cluding Russian spring-summer encephali-
tis, Kyasanur forest disease, Omsk hemorr-
hagic fever, and Central European en-
cephalitis viruses

Venezuelan equine encephalitis virus, epi-
demic strains, when used for transmission
or animal Inoculation experiments

Yellow fever virus-wild, when used for
transmission or animal Inoculation experi-
ments

I. Classification of Oncogenic Viruses on
the Basis of Potential Hazard (2)

A. Low-Risk Oncogenic Viruses

Rous Sarcoma
SV-40-
CELO
Ad7-SV40
Polyoma
Bovine papilloma
Rat mammary tumor
Avian Leukosis

-Murine Leukemia
Murine Sarcoma
Mouse mammary

tumor

Rat Leukemia
Hamster Leukemia
Bovik Leukemia
Dog Sarcoma
Mason-Pfizer

Monkey Virus
Marek's
Guinea Pig Herpes
Luck6 (Frog)
Adenovirus
Shope Fibroma -
Shope Papilloma

B. Moderate-Risf Oncogenic Viruses

Ad2-SV40'
FeLV
HV Salmiri
EBV
SSV-1

GaLV
HV ateles
Yaba
FeSV

HI. Animal Pathogens (3)
A. Animal disease organisms which are for-

bidden entry into the United States by
Law (CDC Class 5 agent)

1. Foot and mouth disease virus

B. Animal disease organisms and rectors
which are forbidden entry into the United
States by USDA Policy (CDC Class 5
Agents)

African horse sickness virus
African swine fever virus
Besnoltia besnoiti
Borna disease virus
Bovine Infectious petechial fever
Camel pox virus
Ephemeral fever virus
Fowl plague virus
Goat pox virus
Hog cholera virus
Louping ill virus
Lumpy skin disease virus
Nairobi sheep disease virus
Newcastle disease virus (Asiatic strains)
Mfycoplasma mycoides (contagious bovine

pleuropneumonia)
Mrycoptasma agalactiae (contagious agalac-

tia of sheep)
Rickettsla ruminatium (heart water)
Rift valley fever virus
Rinderpest virus
Sheep pox virus
Swine vesicular disease virus
Teschen disease virus
Trypanosoma virax (Nagana)
Trypanosoma evansi
Thelleria parva (East Coast fever)
Theileria annulata
Thefleria lawrencel
Thelleria boris
Thefleria hirer
Vesicular exantema virus
Wesselsbron disease virus
Zyonemafarciminosum (pseudofarcy)

RzRMzcES

1. Classification ofEtiologic Agents on the -

Basis of Hazard. (4th Edition. July 1974).
US. Department of Health. Education. and
Welfare. Public Health Service. Center for
Disease Control. Office of Blosafety, Atlan-
ta. Georgia 30333.

2. National Cancer Institute Safety Stand-
ards for Research Involving Oncogenic Vir-
uses (October 1974). US. Department of
Health. Education, and Welfare Publication
No. (NIH) 75-790.

3. U.S. Department of Agriculture, Animal
and Plant Health Inspection Service.

Dated: December 15, 1978.

DoNAD S. FREticsoN,
Director,

National Institutes of Health.

Approved: December 15, 1978.

JuLius B. RIcHmoND,
Assistant Secretary for Health.

Approved: December 15, 1978.

JOSEPH A. CALIFANo, Jr.,
Secretary.
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[4110-03-M] '

DEPARTMENT OF HEALTH,
EDUCATION, AND WELFARE

Food and Drug Administration

[21 CFR Part 59]

[Docket No. 78N-0012]

RECOMBINANT DNA "

Intent to Propose Regulations

AGENCY: Food and Drug Administra-
tion.
ACTION: Notice of Intent to Propose
Regulations.

SUMMARY: The Food 'and Drug Ad-
ministration (FDA) intends to propose
regulations to require assurances in
future submissions to the agency that
any recombinant deoxyribonucleic
acid (DNA) work that has been or will

-be perform6d in connection with these
submissions fully complies with the
National Institutes of Health (NIH)
Guidelines for Recombinant DNA Re-
search. This notice is being issued be-
cause the Commissioner of Food and
Drugs believes it would be helpful to
invite public comment on whether
such action would be appropriate and
desirable.
DATE: Comments by February 20,
1979.
ADDRESS: Written comments' to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857.
FOR FURTHER INFORMATION
CONTACT:

Irvin M. Asher, Office of Health'Af-
fairs (HFY-313), Food and Drug Ad:
ministration, Department of Health,
Education, and Welfare, 5600 Fish-
ers Lane, Rockville, MD 20857, 301-
443-4490.

SUPPLEMENTARY INFORMATION:
"Recombinant DNA" molecules have
been defined as either (1) molecules
that are constructed outside living
cells by joining natural or synthetic
DNA segments to DNA molecules that
can replicate in a living cell, or (2)
DNA molecules that 'result from the
replication of such molecules. (See the
FEDERAL REGISER of July 28, 1978 (43
FR 33042, at' 33069).) The Food and
Drug Administration 'has received in-
quiries from' pharihaceutical manufac-

,tures and others concerning the use of
recombinant DNA techniques in re-
search on, and development and man-
ufacture of, products subject to FDA's
jurisdiction.

The Secretary of Health, Education,
and Welfare (HEW) has recognized
that newly developed techniques for
creating and manipulating such mole-
cules constitute scientific tools with
unusual promise of bringing about a

better understanding and improved
treatment of human disease. As scien-
tists in the field were the first to rec-
ognize, however, the new techniques
pose potential, hazards. Should foreign
DNA alter microorganisms in unpre-
dictable, undesirable ways, and should

* those organisms escape from con-
trolled settings, they -could conceiv-
ably harm individuals and the environ-
ment.

On June 23, 1976, NIH issued com-
_prehensive guidelines setting forth ap-
propriate precautions for work with
various types of recombinant DNA
molecules (see the FEDiRAL REGISTER
of July 7, 1976 (41 FR 27902)). All Fed-
eral agencies that conduct or sponsor
research involving recombinant DNA
subsequently endorsed the NIH guide-
lines. At the time the 1976 guidelines
were issued, the Director of NIH em-
phasized that the guidelines were to
remain flexible and subject to continu-
ing review as new information relating
to potential risks or safety aspects of
the research program was developed
(see the July 7, 1976 FEDERAL REGISTER
at 41 FR 27905).

Since the publication of the 1976
guidelines, the issues surrounding re-
cbmbinant DNA research have been
widely discussed in congressional hear-
ing, public hearings consucted Ty NIH,
and in scientific journals. Proposed re-
visions of the guidelines were recom-
mended to the- NIH Director by the
NIH Recombinant DNA Advisory
Committee and were published for
public comment in the FEDERAL REGIS-
TER, of September 27, 1977 (42 FR
49596). After an extensive evaluation
of the September 27 proposal and the
comments received in response to that
proposal, the NIH Director issued pro-
posed revised guidelines on July 28,
1978 (43 FR 33042). The commeits re-
ceived in response to the July 28 pro-

- posal were reviewed by'a Department-'
al review committee established by the
Secretary of HEW. That committee's
review of the comments,- and the new
guidelines, are being published in the

- FEDERAL REGISTER today.
The Commissioner believes that the

new NIH ,guidelines reflect the best
available information on recombinant
DNA research and constitute the most
workable available guide to, responsi-
ble practice in this developing area of,
science. They. represent the most so-
phisticated attempt to'date to harmo-
nize freedom for scientific inquiry
with protection of the public health
and environment with respect to this'
research. The NIH guidelines have'
been subjected to scientific and public
review and will continue to be updated
as new information becomes available.

Therefore, the Commissioner - in-
tends to propose regulations to require
that any firm geeking approval of a
product requiring the use of recombin-

ant DNA methods in its development
or manufacture demonstrate the

-firm's compliance with the require-
ments of the NIH guidelines (in effect
at the time work involving recomblil-
ant DNA is commenced) in connection
with any work it has done or will do
relating to that product. Such assur-
ance would be required, for example,
in notices of claimed Investigational
exemption of a new drug (IND's), new
drug applications (NDA's), license ap-
plications for biologic products, re-
quests for certification for antibiotics,
feed additive petitions, food additive
petitions, and new animal drug appli-

. cations (NADA's). Further, the Coin'
missioner intends to propose that the
NIH guidelines be incorporated In,
good manufacturing practice regula-
tions, should recombinant DNA tech-
niques be proposed for the manufac-
ture of products for commercial distri-
bution. Although the details for assur-
ing compliance with the NIH guide.
lines have not. yet been worked out,
the Commissioner is considering a re-
quirement that all recombinant DNA
research being conducted for submis.
sion to FDA be registered with FDA.
In evaluating such research, FDA
would utilize the expertise of NIH as
necessary, and might refer specific
protocols to NIH for review as to their
compliance with the NIH guidelines,

The Commissioner is aware that
product-related research involving re-
combinant DNA is in many ,cases re-
garded as commercially sensitive, and
is treated as confidential by persons
who conduct or sponsor such research.
FDA's public information regulations
broadly protect trade secret and com-
mercial information that Is privileged
or confidential (see 21 CFR 20.61).
The regulations (21 CFR 20.82(b)) ex-
pressly provide that information
within the scope of § 20.61 may not be
disclosed.

Moreover, specified types of confl.
dential information are prohibited
from disclosure by statute. Section
301(j) of the Federal Food, Drug, and
Cosmetic Act (21 U.S.C 331(j)) prohib.
its the disclosure, other than to De.
partment employees and to the courts,

-of any information acquired under au-
thority of specified sections of the act
"concerning any method or process'
which as a trade secret Is entitled to
protection." The general Federal con-
fidentiality statute, 18 U.S.C, 1905,
prohibits the disclosure "in any
manner or to any extent not author
ized by law" of any information ac-
quired in'the course of official duty
concerning, among other things,
"trade secrets, processes, operation,

.style of work, or apparatus" of any
person (18 U.S.C. 1905),

The regulations to be proposed
would provide protections against
public disclosure of information con-
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cerning the use of recombinant DNA
submitted to FDA. In many cases,
such information would fall within the
protection of section 301(j) of the act
as information obtained under FDAs
authority regarding research on, or
the premarketing approval of, regulat-
ed products. Other information would
be prohibited from disclosure, under 18

,fU.S.C. 1905. In either circumstance,
FDA's regulations proscribe public dis-
closure of the information, as they do
of all information within 5 U.S.C.
552(b)(4). (See 21 CFR 20.61.)

Disclosure of information concern-
ing recombinant DNA to- NIH, or to
the Recombinant Advisory Committee
(RAC), would not affect its status
under FDA regulations. The 'regula-
tions (21 CFR 20.85) provide that in-
formation otherwise exempt may be
disclosed to "other Federal gdvern-
ment departments , and agencies"
under a suitable agreement restricting
further disclosure.- Disclosure of this
type does not require disclosure to any
other person (21 CFR 20.86(b)). More-
over, disclosure to NIH of information
within section 301(j) of the act is not
inconsistent with that statute, which
requires only that information not be
released outside HEW.

The Commissioner notes that a tech-
nical amendment to § 20.84 of the
public information regulations may be

required to make clear that exempt In-
formation obtained from FDA may be
disclosed by NIH to RAC. Any such
amendment would restrict such fur-
ther disclosure to RAC, whose mem-
bers are retained by NIH as special
government employees.

The Commissioner invites public
comment on (1) the authority and role
of FDA with regard,to the use of re-
combinant DNA techniques to develop
and manufacture products that are
under its jurisdiction, and (2) whether
existing protections for proprietary in-
formation are adequate with respect
to information that may be submitted
to the agency concerning recombinant
DNA research.

The Commissioner also Invites com-
ments on the following-

1. Are the measures described above
the most appropriate? Will they afford
the public adequate protection with-
out undue interference in scientific re-
search and product development?
What impact would this regulatory ap-
proach have on the development of re-
combinant'DNA techniques for com-
mercial production?

2. Are the NIH guidelines suited to
an industrial setting or do they need
to be revised and. if so. in what re-
spects? For example, is there interest
in using a host.vector system other
than E. coli K-12, which is already ap-

60135

proved under the NIH guidelines?
3. Which of the procedural require-

ments of the NIH Guidelines are inap-
propriate for an Industrial setting? In
what way should they be revised?

4. Would any special policies with re-
spect to compliance with, and enforce-
ment of, the contemplated regulations
be required?

Comments are invited not only on
these questions but on any other ques-
tions raised by the contemplated
action.

Interested persons may, on or before
February 20. 1979. submit to the Hear-
ing Clerk (HFA-305), Food and Diug
Administration. Rm. 4-65, 5600 Fish-
ers Lane. Rockville. MD 20857, written
comments regarding this notice of
Intent. Four copies of all comments
should be submitted, except that indi-
viduals may submit single copies of
comments. Comments should be iden-
tified with the Hearing Clerk docket
number found In brackets in the head-
ing of this document. Comments may
be seen in the above office between 9
a.m. and 4 p.m., Monda'y through
Friday.

Dated: December 13, 1978.

Dozz.LD Kmrqmmy,
Commissioner of Food and Drugs.
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